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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Health  Care  Financing  Administration 

42  CFR  Parts  405, 442,  and  483 

Conditions  of  Participation  for  Skilled 
Nursing  and  Intermediate  Care 
Facilities 

agency:  Health  Care  Financing  ~ 
Administration  (HCFA),  HHS. 
action:  Proposed  rule. 

summary:  We  are  proposing  a  general 
revision  of  the  current  regulations 
establishing  the  Conditions  which 
Skilled  Nursing  Facilities  (SNFs)  and 
Intermediate  Care  Facilities  (ICFs)  must 
meet  in  order  to  participate  in  Medicare 
(Title  XVIII)  of  the  Social  Security  Act 
and  Medicaid  (Title  XIX)  of  the  Act.  The 
proposed  revision  is  designed  to 
simplify  and  clarify  the  regulations,  to 
focus  on  patient  care,  to  promote  cost 
containment  while  maintaining  quality 
care,  and  to  achieve  more  effective 
compliance. 

DATES:  Consideration  will  be  given  to 
written  comments  or  suggestions 
received  by  September  12, 1980. 
ADDRESSES:  Address  comments  to: 
Administrator,  Health  Care  Financing 
Administration,  Department  of  Health 
and  Human  Services,  P.O.  Box  17082, 
Baltimore,  Maryland  21235. 

In  commenting,  please  refer  to  HSQ- 
53-P.  We  request  agencies  and 
organizations  to  submit  their  comments 
in  duplicate.  Comments  will  be 
available  for  public  inspection, 
beginning  approximately  2  weeks  after 
publication,  in  Room  309G  of  the 
Department’s  offices  at  the  Hubert  H. 
Humphrey  Building,  200  Independence 
Avenue,  Washington,  D.C.  20201,  on 
Monday  through  Friday  of  each  week 
from  8:30  a.m.  to  5:00  p.m.  (202-245- 
7890). 

Because  of  the  large  number  of 
comments  we  receive,  we  cannot 
acknowledge  or  respond  to  them 
individually.  However,  in  preparing  the 
final  rule,  we  will  consider  all  comments 
and  will  respond  to  them  in  the 
preamble  to  that  rule. 

FOR  FURTHER  INFORMATION  CONTACT: 
Mr.  J.  Richard  Lenehan,  Jr.  (301-594- 
7651). 

SUPPLEMENTARY  INFORMATION: 

Conditions  of  Participation  are  the 
requirements  SNFs  and  ICFs  must  meet 
in  order  to  participate  in  the  Medicare 
and  Medicaid  programs.  These 
requirements  serve  as  the  basis  for 
Federal  and  State  agency  survey  and 
certification  activities  to  determine  if 


facilities  are  in  compliance  with  the 
regulations.  This  regulation  is  based  on 
sections  1861  and  1905  of  the  social 
Security  Act.  Separate  regulations  were 
originally  promulgated  in  1974  as 
conditions  of  Participation  for  SNFs  and 
Standards  for  ICFs. 

Operation  Common  Sense,  a  project 
which  committed  the  Department  to 
revise  and  recodify  its  regulations  to 
produce  clear,  readable,  and  helpful 
documents,  gave  the  initial  impetus  to 
rewriting  these  regulations.  However, 
rather  than  simply  revyriting  the 
regulations  to  meet  these  objectives,  it 
was  decided  to  take  the  opportunity  to 
also  make  some  needed  policy  changes. 

In  1976,  the  Department’s  Long-Term 
Care  Facility  Improvement  Campaign 
(LTCFIC)  issued  its  first  monograph. 
Among  the  recommendations  was  strong 
support  for  a  comprehensive  patient 
assessment  mechanism  which  would 
serve  as  a  basis  for  planning  and 
integrating  the  care  of  the  long-term 
patient.  This  gave  rise  to  the  Patient 
Appraisal  Care  Evaluation  (PACE) 
Project.  During  the  three  years  of  the 
project’s  existence,  PACE  gradually 
became  associated  with  the 
development  of  a  patient  assessment 
instrument.  PACE  I,  the  first  version, 
was  tested  in  nursing  homes,  critiqued 
by  various  professionals,  and  generated 
a  good  deal  of  interest  in  the  health  care 
community.  PACE  II,  a  somewhat 
shorter  version,  was  an  attempt  to 
respond  to  the  criticisms  of  burdensome 
paperwork,  too  much  emphasis  on  the 
medical  model,  and  lack  of  evidence  of 
cost  effectiveness  and  benefit. 

The  revision  of  the  Conditions  of 
Participation  provided  the  opportunity 
to  take  the  best  of  what  had  been 
learned  from  the  PACE  project  and 
incorporate  it  into  the  proposed  rule. 

This  has  been  done  and  will  be 
discussed  in  more  detail  later  in  the 
Preamble. 

A  third  stimulus  for  the  revision  was 
found  in  our  communications  with  the 
Department’s  Regional  Offices,  State 
agencies,  and  the  general  public.  These 
revealed  that  certain  provisions  of  the 
existing  regulations  warranted  review  in 
light  of  changing  technology  and  new 
developments  in  the  field  of  aging. 

On  June  8, 1978,  HCFA  published  a 
general  notice  in  the  Federal  Register  to 
solicit  comments  on  specific  questions, 
as  well  as  to  seek  general  guidance  from 
the  public  on  revising  the  Conditions  of 
Participation  for  SNFs  and  Standards  for 
ICFs.  Draft  specifications  and  pertinent 
issues  for  discussion  were  developed. 

Over  1,200  organizations,  long-term 
care  providers,  consumers,  and  other 
interested  groups  requested  copies  of 
the  specifications.  Five  public  meetings 


were  held  during  the  Summer  of  1978:  in 
Rockville,  Maryland,  Chicago,  Illinois, 
Washington,  D.C.,  Atlanta,  Georgia,  and 
San  Francisco,  California.  Our  aims 
were  to  obtain  a  nationwide  perspective 
on  the  issues  and  to  encourage 
productive  dialogue  between  Federal 
officials,  providers,  consumers,  health 
professionals,  and  concerned  citizens. 

Summary  of  Comments 

We  received  over  620  comments. 

Many  commenters  stressed  the  need  to 
improve  the  survey  and  certification 
process  by  streamlining  the  information 
needed  and  making  the  requirements 
more  surveyable.  They  also  reiterated 
the  Department’s  own  finding  in  the 
LTCFIC  that  the  survey  process  was  too 
paper  oriented.  State  surveyors  rely 
almost  totally  on  records, 
documentation,  and  written  policies  in 
their  assessment  of  care  provided. 
Relatively  little  time  is  given  to 
measuring  patient  focused  outcomes. 

Moreover,  the  Federal  process  was 
criticized  for  not  having  accommodated 
various  changes  in  provider  and  State 
activities.  These  comments,  though  not 
address  specifically  in  this  rule,  will  be 
acted  upon  in  two  subsequent  activities: 
(1)  development  of  new  survey  forms 
and  interpretive  guidelines  with  a  view 
toward  pointing  the  surveyor’s  attention 
toward  more  outcome,  patient  focused 
evaluation  of  compliance  with  the 
regulations;  and  (2)  proposed  regulatory 
revision  which  woiild  affect  the  entire 
survey  and  certification  process. 
Hearings  to  gain  public  opinion  on  the 
proposed  revision  of  42  Code  of  Federal 
Regulations  (CFR)  Subpart  S  will  be 
held  in  all  ten  HEW  Regions  from  April 
to  June  1980. 

Especially  noteworthy  about  the 
comments  received  was  the  absence  of 
the  “horrow  stories"  of  abuses  which 
characterized  the  Senate  hearings  of  the 
early  1970’s.  Acknowledging  that 
conditions  have  been  vastly  improved, 
many  commenters  emphasized  that  the 
task  for  the  1980’s  should  be  to  enhance 
the  quality  of  life  for  the  long-term  care 
resident.  These  concerns  manifested 
themselves  in  comments  stating  the 
residents  should  have  whatever  care 
and  services  were  necessary  to  meet 
their  total  needs,  particularly 
psychosocial  needs.  Many  commenters 
urged  broader  concern  for  patients’ 
rights — not  just  legal  rights,  but  the  right 
to  self-determination  and  involvement  in 
planning  the  services  and  activities 
which  will  characterize  the  patient’s  life 
for  an  extended  period  of  time.  Along 
the  same  lines,  many  commenters 
emphasized  a  need  for  reciprocal 
“openness"  from  the  facility  outward 
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and  from  the  community  into  the  nursing 
home. 

Rising  health  care  costs  were 
deplored  and  most  commenters  urged  us 
to  find  ways  to  ease  the  burdens  of 
regulation.  On  the  other  hand,  some 
commenters  insisted  that  professional 
qualifications  and  training  requirements 
for  personnel  be  upgraded  and  that 
specific  manpower  changes  be 
considered. 

Provisions  of  the  Proposed  Rule 

Many  of  the  comments  and 
suggestions  resulting  from  issues 
discussed  at  the  hearings  and  in  written 
comments  are  reflected  in  this  revision. . 
Sound  provisions  from  the  existing  rules 
were  reinstated  after  other  alternatives 
had  been  considered.  No  attempt  was 
made  to  make  changes  merely  for  the 
sake  of  change. 

There  are  significant  innovations  in 
this  rule,  however,  which  we  hope  will 
serve  as  models  for  State  nursing  home 
regulations.  First,  we  have  elevated 
Patients'  Rights  to  the  level  of  a 
Condition  of  Participation.  This 
expanded  section  testifies  to  the 
Department’s  position  that  one  does  not 
surrender  the  right  to  self-determination 
when  entering  a  long-term  care  facility. 
The  standards  in  this  Condition 
reinforce  the  specifics  of  this  concept 
and  will  become  items  to  be  evaluated 
during  the  survey  process. 

Review  of  the  literature  and  existing 
State  laws  on  patients'  rights  suggests 
that  by  developing  Standards  which 
comprise  a  Condition,  the  Department 
will  strengthen  the  enforcement 
capability  for  Patients’  Rights.  Clearly, 
we  do  not  pretend  to  provide  “new” 
rights  to  nursing  home  patients; 
constitutional  and  legal  rights  are 
guaranteed  by  other  more  prestigious 
means  than  this  regulation.  Rather,  we 
intend  to  reaffirm  the  position  that 
institutionalization  in  a  nursing  home 
does  not  constitute  an  abrogation  of 
these  rights  and,  further,  we  set  in  place 
a  mechanism  to  assure  this,  by 
incorporating  a  more  definitive  structure 
for  patients’  rights  in  the  survey  process 
through  establishing  it  as  a  Condition  of 
Participation. 

As  part  of  this  expansion  of  Patients’ 
Rights,  we  have  proposed  a  standard  for 
a  stronger  provision  on  accessibility. 
This  will  ensure  access  at  all  times  to 
nursing  home  ombudsmen  and  legal 
advocates  and  reinforces  their  mandate 
under  the  1977  Amendments  to  the 
Order  Americans  Act.  However,  since 
the  patient  has  the  right  to  see  or  refuse 
to  see  anyone,  it  is  the  patient  who  will 
ultimately  determine  just  how 
accessible  he  or  she  will  be. 


The  specifics  of  patient  participation 
in  surveys  will  be  included  in  the 
proposed  regulatory  revision  of  Subpart 
S.  However,  the  facility’s  responsibility 
to  notify  the  patients  in  meeting  with 
survey  personnel  is  addressed  in  the 
proposed  Condition. 

Other  provisions  include  the  patient's 
right  to  form  resident  councils,  to  be 
fully  informed  regarding  all  decisions 
affecting  them,  to  privacy,  and  to  have 
personal  property.  Standards  will  permit 
patient  involvement  in  planning  the  care 
regimen.  Patients  should  also  be 
permitted  to  do  as  much  for  themselves 
as  possible  to  forestall  being  cast  in  a 
dependent  or  helpless  role. 

Additionally,  no  limit  on  the  nature  or 
amount  of  personal  property  a  patient 
may  retain  has  been  specified.  However, 
we  are  concerned  about  the  ability  of  a 
facility  to  operate  without  limits  in  this 
area.  For  example,  under  the  proposed 
language,  it  is  not  clear  whether  a 
patient  could  be  prevented  from 
retaining  furniture,  such  as  beds  or 
bureaus,  or  perishables  and  pets.  We 
invite  comments  on  how  to 
accommodate  the  patient’s  right  to-a 
comfortable  and  familiar  surrounding 
while  respecting  the  facility’s  needs  in 
areas  such  as  housekeeping. 

The  second  significant  change  is  the 
introduction  of  a  Patient  Care 
Management  System  (PCMS).  The 
PCMS  is  a  systematic,  holistic  approach 
to  the  care  of  the  long-term  patient.  The 
process  begins  upon  admission  to  the 
SNF  or  1CF  when  a  comprehensive, 
interdisciplinary  assessment  of  the 
patient's  medical,  physical,  and 
psychosocial  needs  is  conducted. 
Involvement  of  all  the  health 
professionals  in  the  facility  as  needed 
(dietitian,  rehabilitative  specialist, 
pharmacist,  activities  director,  social 
services  director,  nurses  and  physicians) 
will  ensure  the  comprehensiveness  of 
the  assessment. 

The  findings  of  the  assessment  will 
serve  as  the  basis  for  planning  the 
individual’s  care.  Clearly  delineated, 
time-limited  goals  will  then  characterize 
the  plan  of  care.  Periodic  evaluations 
will  review  goal  achievement  and 
changes  in  needs  which  should  trigger 
new  goals.  Undoubtedly,  this  process 
will  result  in  more  individualized 
patient-centered  care  planning. 

In  this  proposed  rule,  we  have  simply 
listed  the  data  categories  for  patient 
assessment.  HCFA  will  specify  more 
detailed  minimum  data  requirements 
and  common  definitions.  States  will 
develop  their  own  assessment  form 
which  must  include  HCFA’s  criteria  but 
will  permit  them  to  include  their  own 
data  requirements  as  well.  The  benefits 
inherent  in  this  strategy  include: 


1.  Paperwork  will  be  limited  to  a 
single  form  which  will  satisfy  both 
Federal  and  State  survey  requirements. 

2.  States  will  have  the  opportunity  to 
coordinate  and  include  data  needs  for 
quality  assurance  review,  i.e.. 

Inspections  of  Care  and  PSRO  Long 
Term  Care  Review. 

3.  Surveyors  and  review  teams  may  be 
trained  at  the  State  level  in  the  review 
of  documentation  which  is  specific  to 
their  own  State. 

4.  States  and  facilities  which  already 
employ  some  form  of  assessment  will 
not  necessarily  have  to  abandon  their 
current  system,  especially  if  it  already 
includes  the  critical  data  elements 
which  will  be  required. 

The  PCMS  actually  consolidates  the 
care  planning  standards  of  five  existing 
Conditions  of  Participation  (Nursing, 
Social  Services,  Dietetic  Services, 
Rehabilitation,  and  Patient  Activities) 
under  one  Condition  of  Participation. 
Other  standards  throughout  the 
proposed  regulation  relating  to  patient 
care  include  cross  references  to  PCMS. 
Discharge  Planning,  currently  part  of 
Utilization  Review,  will  be  relocated  in 
the  PCMS  as  the  logical  final  step  in  the 
process.  In  sum,  aside  from  requiring 
comprehensive  assessment  on 
admission,  this  requirement  simply 
systematizes  existing  patient  care 
activities. 

By  creating  a  conceptual  framework 
for  total  patient  care  and  treatment,  we 
hope  to  integrate  the  fragmented 
approach  so  reminiscent  of  the  acute  * 
care  model.  We  expect  the  PCMS  to 
facilitate  this  treatment  of  the  whole 
person. 

The  utility  of  patient  assessment  has 
been  widely  accepted.  It  provides 
important  patient  data  for  facility 
resource  management  at  the  local  level. 
On  the  State  and  National  level  it  will, 
for  the  first  time,  provide  us  with 
descriptive  data  on  the  needs  of 
individuals  admitted  into  nursing  homes. 
The  assertion  that  nursing  homes  are 
full  of  people  who  do  not  belong  there 
will  finally  be  answerable  from  a  strong 
base  of  assessment  data. 

We  welcome  comments  on  this 
approach  to  patient  care  management 
and  are  especially  interested  in 
suggestions  on  time  frames  for  phase-in; 
reasonable  expectancy  for  full 
compliance;  and  observations  from 
those  who  have  had  experience  in 
comprehensive  assessment  and  total 
care  planning. 

Other  revisions  in  the  proposed  rule 
are  as  follows:  (1)  We  have  developed  a 
single  set  of  Conditions  of  Participation 
for  both  SNFs  and  ICFs.  These  rules  do 
not  apply  to  Intermediate  Care  Facilities 
for  the  Mentally  Retarded  (ICFs/MR) 
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which  are  governed  by  a  separate  set  of 
standards.  Where  possible,  general 
provisions,  e.g..  Administration,  Food 
and  Nutrition  Services,  Physical 
Environment  Safety,  and  Patients’ 

Rights  have  been  made  uniform.  ICFs 
serve  as  the  primary  focus  of  this  rule 
with  specific  exceptions  for  SNFs 
clearly  identified.  The  differences  in 
patient  needs  and  level  of  care  will  be 
reflected  in  provisions  such  as  staffing 
and  required  services. 

Commenters  convinced  us  that 
similarities  between  facilities  justify  this 
consolidation.  ICFs  have  evolved  an 
institutional  structure  so  similar  to  that 
of  the  SNF  that  in  practice  many 
facilities  are  dually  certified  as  SFN/ 

ICF.  The  simplicity  of  dealing  with  only 
one  set  of  regulations  should  be  a 
distinct  advantage  to  such  providers. 
Any  "watering  down”  of  the  SNF 
regulations  which  will  be  applied 
equally  to  certified  SNFs  for  both  Title 
XVIII  and  XIX  has  been  avoided.  The 
net  effect  on  ICFs,  however,  may  be 
more  substantial  since  both  the  wording 
is  tighter,  and  the  requirements  more 
specific,  than  in  the  existing  ICF 
standards. 

(2)  We  have  revised  the  physician 
visit  schedule  so  that  the  attending 
physician  (or  physician’s  assistant  or 
nurse  practitioner  employed  and 
directed  by  the  physician)  will  review 
the  patient's  plan  of  care,  update  the 
medical  regimen,  and  evaluate  the 
patient's  condition  as  often  as 
necessary.  At  least  once  every  30  days 
for  the  first  90  days,  the  physician  will 
visit  the  patient  to  assure  that  the 
transition  to  the  SNF  or  ICF  is  relatively 
non-traumatic  and  that  the  plan  of  care 
is  appropriate  and  being  implemented 
properly. 

Subsequent  to  the  90th  day,  the 
physician  will  schedule  visits  in 
accordance  with  individual  professional 
determination  of  the  patient’s  needs,  not 
to  exceed  60  days  for  SNF  patients  or 
120  days  for  ICF  patients.  The 
professional  staffing  of  the  facility  and 
the  availability  of  the  physician  by 
telephone  should  ensure  adequate  care 
during  the  intervals  between  physician 
visits.  The  rationale  behind  this  change 
is  simple:  one  must  question  the 
predication  of  visits  on  a  time  interval 
rather  than  on  patient  need.  The 
proposed  change  is  patient-centered 
with  patient  needs  specifying  the  visit 
schedule.  The  outside  limits  are  a 
necessity  for  enforcement  purposes.  We 
expect,  as  a  result  of  this  change,  a  firm 
commitment  by  the  attending  physician 
to  a  schedule  that  has  been  based  on 
professional  judgment. 

(3)  The  role  of  the  Medical  Director  in 
SNFs  has  been  strengthened  to  include 


establishing  standard  operating 
procedures  for  physician  practices  in  the 
facility.  These  procedures  will  govern 
such  issues  as  patient  visit  schedules 
and  Coverage  during  emergencies  and  in 
the  absence  of  the  attending  physician. 
The  attending  physician  will  be 
expected  to  formalize  acceptance  of 
these  procedures  and  work  closely  with 
the  Medical  Director  for  the  benefit  of 
the  patient. 

The  Department  is  interested  in 
studying  alternative  models  for  medical 
direction  perhaps  by  using  physician 
directed  teams  of  physician’s  assistants 
and  nurse  practitioners  and  possibly 
expanding  the  concept  to  ICFs.  Any 
comments  or  suggestions  on  this 
approach  are  welcome. 

(4)  We  are  retaining  the  provisions  for 
consultant  services  but  have  not 
specified  a  minimum  number  of  hours 
for  their  services.  Additionally,  we 
propose  to  give  the  facility  administrator 
the  option  of  discontinuing  the  services 
of  a  consultant,  after  one  year,  when  he 
judges  that  his  staff  is  meeting  the  needs 
of  the  patients  as  specified  in  the 
standards.  This  option  will  apply  only 
for  the  Medical  Records,  Dietitian, 

Social  Services,  and  Activities 
Consultants.  The  Administrator  may 
exercise  this  option  by  documenting  the 
adequacy  of  staff  performance  and 
requesting  review  of  the  case  by  the  on¬ 
site  State  surveyor.  Past  survey  results 
would  also  serve  as  a  basis  for  the 
decision. 

The  basis  for  this  provision  is  concern 
that  the  use  of  consultants  has 
inadvertently  created  a  subset  of  the 
long-term  care  industry.  Originally, 
consultants  were  seen  as  backup 
resources  for  full-time  staff  who  lacked 
required  education,  training,  and 
experience.  What  has  resulted  instead  is 
continued  use  of  unqualified  staff  and  a 
near  total  dependency  on  the  consultant 
for  professional  judgment  and  the 
performance  of  routine  activities  that 
the  facility  should  have  the  in-house 
capability  to  perform.  We  would  like  to 
reverse  this  trend  in  the  interest  of  both 
cost  containment  and  quality  care. 

Our  position  should  not  be  construed 
as  a  universal  criticism  of  consultants. 
There  is  no  disputing  the  contribution 
toward  staff  development  and  improved 
services  that  some  consultants  have 
made.  We  do  not  believe  that  these 
consultants  have  anything  to  fear  in  our 
proposed  change. 

Finally,  we  would  like  to  explore 
other  models  for  consultation.  One 
might  be  for  student  internships,  e.g.  in 
Social  Work  or  Activities  where  the 
school  would  provide  professional 
direction  while  the  student  performs  on¬ 
site  consultation  to  facility  staff. 


Another,  might  be  for  States  to  use  the 
authority  contained  in  Section  1864  of 
the  Social  Security  Act,  as  amended  by 
Section  227  of  P.L.  92-603,  and  provide 
consultation  to  providers  directly — not 
in  an  enforcement  capacity — but  as 
technical  assistance. 

(5)  Although  most  commenters 
deplored  the  use  of  temporary  pool 
personnel,  they  agreed  that  they  perform 
a  useful  service  in  emergencies.  We 
have  not  prohibited  their  use,  therefore, 
but  will  not  permit  them  to  fill  the 
position  of  charge  nurse  on  the  day  shift 
or  director  of  nursing  services. 
Furthermore,  as  an  outside  resource, 
temporary  personnel  must  meet  the 
same  training  and  education 
qualifications  required  for  permanent 
staff. 

We  look  to  the  States  to  provide 
oversight  as  to  the  quality  of  training 
and  education  of  temporary  personnel. 
The  General  Accounting  Office  (GAO)  is 
currently  exploring  the  entire  issue  and 
we  will  consider  their  findings  in 
preparing  provisions  for  the  Final  Rule. 

(6)  In  this  revision,  we  have 
eliminated  the  standards  on  Medical 
Care  Evaluation  Studies  (MCEs)  under 
the  Utilization  Review  (UR) 
requirements.  MCEs  originated  in  acute 
care  settings  as  a  mechanism  for 
Professional  Standards  Review 
Organizations  to  provide  quality 
assurance.  However,  this  criteria  is  not 
wholly  transferable  to  the  long-term 
care  setting.  In  addition,  the  1979  Rand 
Study  (“The  PSRO  and  the  Nursing 
Home;  An  Assessment  of  PSRO  Long- 
Term  Care  Review,"  Vol.  1,  August  1979) 
concluded  that  there  are  definite 
limitations  to  applying  the  MCE  study 
methodology  to  the  long-term  care 
setting.  Many  of  the  problems  of  nursing 
home  patients  (especially  in  the  areas  of 
quality  of  life  and  psychosocial  aspects 
of  care)  are^ unique  to  the  long-term  care 
setting  and  it  is  therefore  extremely 
difficult  to  develop  meaningful  process 
criteria. 

A  review  of  the  existing  UR 
requirements  for  SNFs,  ICFs,  and 
Intermediate  Care  Facilities  for  the 
Mentally  Retarded  (ICFs/MR)  is 
currently  underway,  and  a  proposed 
revision  consolidating  these 
requirements  is  planned  for  future 
publication. 

(7)  Section  21(a)  of  Pub.  L.  95-142,  the 
Medicare-Medicaid  Anti-Fraud  and 
Abuse  Amendments  of  1977,  requires 
long-term  care  facilities  to  establish  and 
maintain  a  complete  accounting  system 
of  patients’  funds  which  prevents 
commingling  of  patient  and  facility 
monies.  These  regulations  will  be 
forthcoming  as  a  final  rule.  We  intend  to 
include  a  standard  on  the  protection  of 
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patients'  personal  funds  in  Subpart  E — 
Patients'.  Rights.  Furthermore,  Section 
21(b)  of  Pub.  L.  95-142,  a  companion 
regulation  on  Permissible  Charges  to 
Patients’  Funds  will  soon  be  published 
as  a  proposed  rule.  The  provisions  of 
this  regulation  will  ultimately  be 
incorporated  into  patients’  rights. 

(8)  Under  the  revised  Pharmaceutical 
Services  section,  the  pharmacist  and  the 
director  of  nursing  are  jointly 
responsible  for  developing  a  safe  and 
accurate  system  of  drug  distribution. 

This  section  addresses  requirements  for 
stock  orders,  drug  integrity,  and  labeling 
in  order  to  ensure  that  therapy  does  not 
continue  beyond  an  appropriate  period 
and  that  the  drugs  used  are  of  good 
quality  and  properly  labeled.  There  is 
nothing  in  these  proposals  which  would 
limit  the  facility’s  freedom  to  choose  a 
unit  does  dispensing  system. 

We  are  extending  the  role  of  the 
pharmacy  consultant  to  monthly 
reviews  of  drug  therapy  in  ICFs  as  well 
as  in  SNFs.  Since  there  is  little 
difference  in  drug  utilization  patterns  in 
both  facilities,  it  makes  sense  to  use  the 
same  review  procedure  for  both. 
Research  has  shown  that  the  clinical 
pharmacist  does  make  an  impact  in 
SNFs  and  a  similar  outcome  may  be 
expected  in  ICTs.  In  addition,  the 
consultant  registered  nurse  who  was 
formerly  performing  the  drug  regimen 
reviews  in  an  ICF  will  now  be  available 
to  take  an  active  part  in  patient  care 
management  activities. 

This  revision  also  includes  proposed 
“limit”  standards  which  are  intended  to 
reduce  the  amount  of  unaccounted  for 
schedule  drugs,  drug  wastage,  and 
errors  in  administration  within  a  facility. 
For  example,  limits  are  established  for 
unaccounted  for  schedule  drugs.  There 
is  a  5  percent  limit  on  drug 
administration  errors  and  a  4  percent 
limit  on  drugs  which  may  be  discarded. 
These  are  new  criteria  and  are  based 
primarily  on  expert  opinion  solicited 
during  the  rewriting  of  these  regulations, 
as  well  as  a  review  of  the  literature  on 
studies  conducted  in  hospitals  and  long¬ 
term  care  facilities.  The  Department 
welcomes  comments  on  whether  such 
limits  should  be  established  at  all,  their 
appropriateness,  and  any  data  that 
would  suggest  more  appropriate  levels. 

Concurrent  with  these  proposals,  we 
are  funding  a  study  to  determine  the 
feasibility  of  documenting  and  surveying 
for  standards  expressed  in  such  terms. 
Should  the  study  find  that  these  criteria 
are  not  reasonable  and  cannot 
accurately  be  verified  through  the 
survey  process,  the  requirements  of  the 
1974  regulations  will  be  reinstated  in  the 
final  version  of  this  rule. 


(9)  With  regard  to  the  use  of 
medication  aides  rather  than  licensed 
personnel  in  the  distribution  of 
medications,  we  have  found  that  there  is 
no  national  consensus.  While  many 
States  require  that  only  licensed 
personnel  perform  this  function,  a 
significant  number  permit  specially 
trained  medication  aides  under  the 
direction  of  a  licensed  nurse  to 
distribute  medications.  Consequently, 
we  will  defer  to  State  law  in  this  matter. 
We  feel  that  the  central  issue  is  not  who 
actually  administers  the  medication,  but 
who  is  on-site  and  trained  to  recognize 
and  attend  to  drug  reactions.  Since  this 
proposed  rule  explicitly  holds  the 
director  of  nursing  services  accountable 
for  drug  administration,  we  expect  that 
the  distribution  will  be  under  the 
supervision  of  a  licensed  nurse. 
Furthermore,  with  the  advent  of  unit 
does  dispensing  it  seems  less  efficient  to 
use  licensed  personnel  for  the 
dispensing  function. 

(10)  We  have  followed  the  suggestions 
of  many  commenters  to  combine  all 
physical  environment  and  safety 
requirements  under  one  heading.  This 
section  also  addresses  two  major 
changes  in  granting  Life  Safety  Code 
waivers.  In  the  present  regulations, 
waivers  were  granted  for  one  year  for 
construction  types  (e.g.,  one-story 
protected,  woodframe)  and  construction 
features  (e.g.,  width  of  corridors  and 
doors).  With  rare  exceptions,  neither  of 
these  construction  categories  change 
once  evaluated.  Granting  only  one-year 
waivers  has  compounded  paperwork  for 
surveyors  and  facilities,  since  a  yearly 
justification  was  necessary.  We  are 
proposing  that  construction  type 
waivers  be  granted  for  5  years  and 
construction  feature  waivers  for  2  years. 
Of  course,  any  changes  in  building 
construction  or  renovations  will  trigger 
complete  re-evaluation. 

In  order  to  ensure  that  patient  safety 
is  safeguarded,  we  are  requiring  that 
there  be  sufficient  staff  on  duty  at  all 
times  so  that  the  facility’s  disaster  plan 
may  be  fully  implemented.  This  constant 
readiness  to  act  in  emergencies  has 
been  shown  repeatedly  to  be  a  major 
factor  in  saving  lives  and  appropriately 
complements  other  fire  safety  provisions 
of  this  regulation. 

In  an  effort  to  create  a  more  pleasant, 
homelike  environment,  we  propose  to 
permit  residents  to  have  their  own 
possessions  in  their  rooms  with 
reasonable  restriction  for  safety  and 
medical  contraindication. 

Specific  provisions  requiring  a  3-day 
supply  of  food  and  back-up  emergency 
power,  heat,  and  water  reflect 
nationwide  concern  over  tragic  episodes 


which  occured  during  recent  extremes  in 
weather. 

(11)  An  expanded  role  for  physician 
extenders  (we  use  the  generic  term  to 
include  both  nurse  practitioners  and 
physician's  assistants)  received 
favorable  comment  in  our  public 
hearings.  However,  no  clear  pattern 
emerged  on  what  that  role  might  be. 

Most  commenters  favored  the 
substitution  of  physician  extenders 
(PEs)  for  physicians  on  the  required  visit 
schedule.  Although,  current  Medicare 
law  expressly  prohibits  this,  States  may 
reimburse  for  this  service  if  they  choose 
to  under  Medicaid.  There  was  negative 
reaction  to  earlier  drafts  of  this 
proposed  rule  in  which  we  expanded  the 
definition  of  physicians  to  include  PEs 
where  States  would  permit  them  to 
perform  certain  services. 

As  a  compromise,  we  have  defined 
“physician”  to  include  a  physician 
directed  team  where  direction  need  not 
be  on-site.  In  States  where  PEs  are 
permitted  to  practice,  this  expanded 
definition  may  eliminate  some  existing 
impediments  to  their  provision  of 
services. 

The  Department  has  sponsored  many 
studies  and  several  training  programs 
for  PEs.  The  Public  Health  Service  has 
fostered  their  involvement  in  the 
National  Health  Service  Corps,  and  their 
establishment  as  providers  under  the 
Rural  Health  Service  Act  was  a  gigantic 
step  forward.  We  welcome  further 
comment  to  help  us  establish  a  role  for 
PEs  in  nursing  homes  and  ask  that 
commenters  share  with  us  their  personal 
experiences  in  this  regard. 

(12)  We  have  not  proposed  any 
nursing  staff  ratios  or  minimum  number 
of  nursing  hours  per  patient  per  day. 
Instead  we  have  retained  the  language 
in  the  existing  regulation?  which  calls 
for  adequate  staff  to  meet  pateient 
needs.  One  of  the  reasons  for  this 
decision  was  that  we  are  not  sure  how 
much  staffing  will  be  required  to  carry 
out  the  cycle  of  PCMS  activities.  We 
have  made  some  estimates  but  do  not 
have  enough  conclusive  evidence  to 
support  requiring  any  specific  numerical 
standards. 

Some  States  have  chosen  to  employ 
such  standards  but  to  our  knowledge 
there  has  been  no  systematic  evaluation 
of  their  effectiveness,  impact  on  quality, 
problems  of  over-staffing,  or  cost/ 
benefit  analysis  of  any  of  these 
V  approaches.  In  the  absence  of 
supporting  evidence,  we  have  chosen 
not  to  require  specific  staffing  ratios  at 
this  time.  However,  we  would 
appreciate  knowing  more  about  the 
experiences  of  those  States  which 
require  specifics  in  staffing  as  well  as 
any  documentation  of  the  relative 
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impact  of  such  standards.  Concurrently, 
we  are  planning  to  undertake  a  study  on 
this  subject,  and  will  contact  States  to 
provide  us  with  their  assessment  of  the 
effectiveness  of  their  staffing 
requirements. 

Related  Issues  on  Which  We  Seek 
Comment 

There  remains  a  group  of  issues  which 
we  have  not  addressed  in  this  proposed 
rule.  We  welcome  direction  on  these 
problem  areas  both  in  terms  of  whether 
or  not  to  regulate  as  well  as  how  to  do 
so  should  regulation  be  expedient. 

Inappropriate  Placement 

We  are  very  concerned  about  the 
increasing  numbers  of 
"deinstitutionalized"  mentally  ill 
patients  who  are  being  inappropriately 
placed  in  SNFs  and  ICFs  because  of  lack 
of  alternative  modes  of  care.  This 
practice  offers  a  short-term  solution,  but 
does  not  address  the  basic  problem  of 
providing  them  appropriate  care, 
treatment,  and  services. 

Neither  existing  regulations  nor  these 
proposed  rules  have  any  requirements 
for  services,  staffing,  or  quality  care  for 
facilities  faced  with  a  shift  in  their 
patient  mix.  There  is  a  Medicaid 
Transmittal  of  May  11, 1977  (A.T.  77-51. 
“MSA  Medical  Assistance  Manual: 
Mental  Health  Care  in  Skilled  Nursing 
and  Intermediate  Care  Facilities  that  are 
Institutions  for  Mental  Diseases" 

(IMDs))  which  provides  guidelines  for 
SNFs  and  ICFs  which  become  IMDs  by 
virtue  of  their  patient  population.  These 
guidelines  do  not  have  the  force  of 
regulation  and  are  neither  widely 
accepted  nor  enforced. 

We  believe  we  should  do  more  than  • 
create  “housing”  for  these  patients  and 
seek  some  suggestions  on  ways  to 
assure  them  appropriate  care,  treatment, 
and  services. 

We  would  appreciate  guidance  in 
criteria  for  classification  of  IMDs,  e.g., 
percentage  of  mentally  ill  patients  which 
could  change  the  overall  character  of  a 
SNF  enough  to  justify  its  different 
classification;  types  and  qualifications 
of  personnel  who  should  staff  an  IMD; 
or  additional  services  that  should  be 
offered  to  patients  in  an  IMD.  Should  we 
write  supplementary  regulations  for 
SNFs  and  ICFs  that  are  IMDs,  or  a 
separate  set  of  regulations  for  IMDs  as  a 
specific  provider  category? 

Psychosocial  Care 

Most  elderly  patients  in  nursing 
homes  suffer  some  form  of  brain 
deterioration.  Therefore,  it  would  be 
appropriate  to  add  standards  for 
psychosocial  care  to  the  existing  SNF/ 
ICF  regulations.  These  would  be  a 


requirement  incumbent  on  all  nursing 
homes.  Should  the  facility  accept 
patients  with  more  serious  mental 
illnesses,  it  would  have  to  intensify  the 
level  of  its  “routine”  psychosocial 
services.  Standards  which  lend 
themselves  to  this  course  of  action 
would  include:  staff  development  and 
training,  arrangement  for  psychiatric 
consultant  services,  patient  care 
planning,  drug  monitoring  for 
psychotropic  drugs,  and  the  like. 

Selection  of  Patients  by  Source  of 
Payment 

We  solicit  comments  on  what,  if  any, 
regulatory  involvement  is  appropriate 
with  regard  to  facility  policies  on 
admitting  Medicare  or  Medicaid 
patients. 

There  is  an  apparent  shortage  of 
nursing  home  beds  for  Medicare  and 
Medicaid  patients.  They  appear  to  be  on 
waiting  lists  longer  than  private  pay 
patients  who  rarely  seem  to  have 
trouble  finding  an  available  bed.  For 
Medicare  beneficiaries,  the  problem  is  a 
shortage  of  certified  beds;  for  Medicaid 
beneficiaries,  the  problem  is  gaining 
admission.  We  note  that  participation  in 
Medicare  and  Medicaid  is  voluntary, 
and  some  facilities  may  now 
compensate  for  low  government 
reimbursement  rates  by  maintaining  a 
certain  proportion  of  private  pay 
patients. 

Small  Businesses 

Another  unresolved  issue  is  the 
potential  impact  of  this  regulation  on 
small  businesses.  Over  the  last  five 
years  we  have  seen  increasing  growth  of 
multifacility  corporations.  The 
frequently  cited  reason  for  the  demise  of 
the  individually  owned  and  operated 
facility  is  the  burdensomeness  of 
regulations.  We  wish  to  encourage  the 
continued  operation  of  individual 
provider^  and  would  like  to  receive 
comments  from  them  regarding  what 
accommodations  might  be  introduced 
into  the  regulation  to  make  requirements 
less  burdensome. 

Regulatory  Analysis 

In  an  effort  to  explain  how  we  arrived 
at  the  provisions  of  this  proposed  rule, 
we  have  prepared  an  analysis  of  the 
regulation.  This  document  contains  an 
extensive  discussion  of  the  major  issues 
addressed  in  this  regulation,  the  options 
considered  along  with  factors  such  as 
cost  and  benefit  which  were  weighed  in 
the  considerations,  and  the  rationale  for 
options  being  accepted  or  rejected. 

Some  of  the  issues  discussed  at  greater 
length  than  is  possible  in  the  Preamble 
include  cost/benefit  analyses  of: 
comprehensive  patient  assessment, 


involuntary  transfers,  required  visiting 
hours,  proposed  manpower  changes,  and 
the  new  Patients’  Right  Condition. 

Therefore,  it  is  hereby  certified  that 
the  economic  effects  of  this  proposal 
have  been  carefully  analyzed  in 
accordance  with  Executive  Order  12044 
and  that  a  regulatory  analysis  has  been 
prepared. 

Ifris  regulatory  analysis  is  available 
to  the  public  upon  request  at  the 
following  address:  Division  of  Long 
Term  Care,  Dogwood  East  Building,  1849 
Gwynn  Oak  Avenue,  Baltimore, 
Maryland  21207,  (301-594-3642). 

We  urge  all  interested  persons  who 
intend  to  comment  on  this  proposed  rule 
to  review  this  analysis  in  an  attempt  to 
appreciate  our  position.  We  welcome 
comments  on  the  analysis  which  ifcill  be 
revised  and  reissued  when  the  final  rule 
is  published. 

42  CFR  Chapter  IV  is  amended  as  set 
forth  below: 

A.  The  Table  of  Contents  for  Chapter 
IV  is  amended  by  adding  Subchapter  E; 
transfering  Part  481  from  Subchapter  D 
to  the  new  Subchapter  E;  and  adding  a 
new  Part  483  to  read  as  follows: 

CHAPTER  IV — HEALTH  CARE 
FINANCING  ADMINISTRATION, 
DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

*  *  *  #  * 

SUBCHAPTER  E— STANDARDS  AND 
CERTIFICATION  FOR  PARTICIPATION  IN 
MEDICARE  AND  MEDICAID 

Part 

481  Certification  of  certain  health  facilities. 

482  [Reserved] 

483  Conditions  of  participation  for  skilled 
nursing  and  intermediate  care  facilities. 

PART  405— FEDERAL  HEALTH 
INSURANCE  FOR  THE  AGED  AND 
DISABLED 

B.  Part  405  is  amended  as  follows: 

Subpart  K— (Vacated] 

1.  Subpart  K  is  vacated  and  its  content 
transferred  to  Part  483. 

§405.1911  [Vacated] 

2.  Subpart  S  is  amended  by  vacating 

§  405.1911  and  transferring  its  content  to 
Part  483. 

PART  442— STANDARDS  FOR 
PAYMENT  FOR  SKILLED  NURSING 
AND  INTERMEDIATE  CARE  FACILITY 
SERVICES 

Subparts  D,  E,  and  F— (Vacated] 

C.  Part  442  is  amended  by  vacating 
Subparts  D,  E,  and  F  and  transferring 
their  content  to  Part  483. 
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D.  A  new  Part  483  is  added  to  read  as 
follows: 

SUBCHAPTER  E— STANDARDS  AND 
CERTIFICATION  FOR  PARTICIPATION  IN 
MEDICARE  AND  MEDICAID 

PART  483 — CONDITIONS  OF 
PARTICIPATION  FOR  SKILLED 
NURSING  AND  INTERMEDIATE  CARE 
FACILITIES 

Subpart  A— General  Provisions 

Sec. 

483.01  Purpose. 

483.02  Definitions. 

Subpart  B— Administration 

483.10  Condition  of  participation: 

Compliance  with  Federal  laws. 

483.11  Condition  of  participation: 

Compliance  with  State  and  local  laws. 

483.12  Condition  of  participation:  Governing 
body  and  management. 

483.13  Condition  of  participation:  Medical 
records. 

483.14  Condition  of  participation:  Utilization 
review  (UR)  for  SNFs. 

Subpart  C— Patient  Care  Services 

483.20  Condition  of  participation:  Patient 
care  management. 

483.21  Condition  of  participation:  Physician 
services. 

483.22  Condition  of  participation:  Medical 
direction. 

483.23  Condition  of  participation:  Nursing 
services. 

483.24  Condition  of  participation:  Food  and 
nutrition  services. 

483.25  Condition  of  participation: 
Pharmaceutical  services. 

483.26  Condition  of  participation: 

Laboratory  and  radiologic  services; 
blood. 

483.27  Condition  of  participation:  Social 
services. 

483.28  Condition  of  participation:  Patient 
activities. 

483.29  Condition  of  participation: 
Rehabilitative  services. 

Subpart  D— Physical  Environment  and 
Safety 

483.40  Condition  of  participation:  Physical 
environment. 

483.45  Condition  of  participation:  Safety. 

Subpart  E— Patients’  Rights 

483.50  Condition  of  participation:  Patients’ 
rights. 

Authority:  Secs.  1102, 1814, 1832, 1833, 1861, 
1865, 1866,  and  1871  of  the  Social  Security  Act 
(42  U.S.C.  1302, 1395f,  1395k,  13951 1395x, 
1395bb,  1395cc,  1395hh). 

Subpart  A— General  Provisions 

§  483.01  Purpose. 

This  part  specifies  the  Federal 
requirements  for  participation  by  Skilled 
Nursing  Facilities  (SNFs)  and 
Intermediate  Care  Facilities  (ICFs)  in  the 
Medicare  and  Medicaid  programs. 

These  Conditions  of  Participation  will 


serve  as  the  basis  for  survey  activities 
by  Federal  and  State  surveyors. 

§  483.02  Definitions. 

“Chemical  restraints  ”  are  medications 
such  as  tranquilizers  or  sedatives,  which 
are  used  primarily  to  modify  patient 
behavior  or  make  the  patient  more 
manageable. 

“Drug  administration  error"  means 
that  a  drug  was  given  (1)  in  the  wrong 
amount,  (2)  in  the  wrong  strength,  (S')  at 
the  wrong  time  (more  than  60  minutes 
from  the  ordered  time  of 
administration),  (4)  by  the  wrong  route, 
of  administration,  (5)  to  the  wrong 
patient,  or  (6)  was  ordered  and  not 
administered,  and  the  reasons  and 
justification  for  the  omission  were  not 
recorded. 

“Facility"  means  a  skilled  nursing 
facility  (SNF)  or  an  intermediate  care 
facility  (1CF).  A  SNF,  as  defined  in 
section  1861(j)  of  the  Social  Security 
Act,  is  primarily  engaged  in  providing 
skilled  nursing  and  related  services  for 
patients  who  require  medical  or  nursing 
care.  An  ICF,  as  defined  in  section 
1905(c)  of  the  Act,  provides  health- 
related  care  and  services  to  individuals 
who  do  not  require  the  degree  of  care 
and  treatment  which  a  SNF  is  designed 
to  provide.  Except  where  otherwise 
specified,  “facility”  refers  to  both  SNFs 
and  ICFs. 

“Involuntary  transfer”  means  removal 
of  a  patient  from  the  facility,  or  transfer 
from  one  room  to  another  within  the 
same  facility,  without  the  patient’s 
consent. 

“Patient”  means  any  person  who  is 
admitted  to  a  facility  for  the  purpose  of 
receiving  care,  services,  and  treatment. 
Patients  whose  care,  services,  and 
treatment  are  not  reimbursed  by 
Medicare  or  Medicaid  may  be  exempted 
from  any  of  the  requirements  of  this 
regulation  provided  the  patient’s  request 
for  exemption  from  each  specific 
requirement  is  documented  in  their 
medical  record. 

“Physical  restraint”  means 
confinement  in  a  locked  room  or  the  use 
of  any  article,  device,  or  garment  that 
interferes  with  freedom  of  movement 
and  is  used  against  the  patient’s  will  to 
control  behavior  in  order  to  prevent 
harm  to  the  patient  or  to  others. 

“Physician”  is  a  doctor  of  medicine  or 
osteopathy  licensed  under  State  law  to 
practice  medicine  or  surgery,  as 
specified  in  section  1861(r)(l)  of  the 
Social  Security  Act.  Where  State  law 
permits,  the  term  “physician”  includes  a 
physician-directed  team  of  physician 
assistants  and  nurse  practitioners. 
Direction  need  not  be  on-site. 

“Attending physician” is  a  physician 
who  is  designated  by  the  patient  or  his 


representative  to  be  responsible  for  the 
supervision  of  the  patient’s  overall  ' 
medical  care. 

“Representative"  is  a  person 
authorized  to  act  for  the  patient  as  an 
official  delegate  or  agent.  This  definition 
includes,  where  appropriate,  a  patient’s 
next  of  kin  or  legal  guardian. 

“Supervision” means  the  on-site 
monitoring  of  a  function  of  activity. 

Subpart  B— Administration 

§  483.10  Condition  of  participation: 
Compliance  with  Federal  laws. 

The  facility  must  be  in  compliance 
with  all  applicable  Federal  laws. 

(a)  Standard:  Section  504  of  the 
Rehabilitation  Act  of 1973.  The  facility 
must  be  in  compliance  with  45  CFR  Part 
84  which  states  that  “No  qualified 
handicapped  person  shall,  on  the  basis 
of  handicap  be  excluded  from 
participation  in,  be  denied  the  benefits 
of,  or  otherwise  be  subjected  to 
discrimination  under  any  program  or 
activity  which  receives  or  benefits  from 
Federal  financial  assistance.”  The 
facility  must — 

(1)  In  accordance  with  §  84.6(c), 
conduct  a  self-evaluation  of  its  current 
policies  and  practices  and  the  effects 
thereof  that  do  not  or  may  not  meet  the 
requirements  of  section  504; 

(2)  In  accordance  with  §  84.11  and 
§  84.12,  execute  the  provisions  of  * 
nondiscrimination  in  employment 
practices  and  reasonable 
accommodation. 

(3)  In  accordance  with  §  84.22(e), 
develop  a  transition  plan,  if  warranted, 
setting  forth  the  steps  necessary  to 
complete  structural  changes  to  ensure 
program  accessibility; 

(4)  In  accordance  with  §  84.23,  apply 
requirements  for  new  construction  to 
facilities  constructed  after  June  1977; 
and 

(5)  In  accordance  with  §  84.52(a), 
execute  the  provisions  on 
nondiscrimination  in  employment  of 
handicapped  persons. 

(b)  Standard:  Uncompensated  care 
and  community  services.  The  facility 
must  be  in  compliance  with  42  CFR  Part 
124,  Subparts  F  and  G.  Subpart  F 
requires  facilities  receiving  (or  having 
received)  Title  VI  and  XVI  (Hill-Burton) 
assistance,  to  provide  annually  a 
reasonable  amount  of  services  to 
persons  unable  to  pay.  Subpart  G 
requires  facilities  to  assure  that  their 
services  are  available  to  all  persons 
“residing  in  the  facility’s  service  area 
without  discrimination  on  the  ground  of 
race,  color,  national  origin,  creed,  or  any 
other  ground  unrelated  to  an 
individual’s  need  for  the  service  *  * 
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(c)  Standard:  Civil  Rights  Act  of  1964. 
The  facility  must  be  in  compliance  with 
Title  VI  of  the  Civil  Rights  Act  which 
states  that  “No  person  in  the  United 
States  shall  on  the  ground  of  race,  color, 
or  national  origin,  be  excluded  from 
participation  in,  be  denied  the  benefits 
of,  or  be  subject  to  discrimination  under 
any  program  or  activity  receiving 
Federal  financial  assistance." 

(d)  Standard:  Age  Discrimination  Act 
of  1975.  The  facility  must  be  in 
compliance  with  45  CFR  Part  90  which 
prohibits  discrimination  on  the  basis  of 
age  in  programs  or  activities  receiving 
Federal  financial  assistance. 

§  483.1 1  Condition  of  participation: 
Compliance  with  State  and  local  laws. 

The  facility  must  be  in  compliance 
with  applicable  State  and  local  laws 
and  regulations  relating  to  health  and 
safety,  including,  but  not  limited  to,  fire, 
sanitation,  communicable  and 
reportable  diseases,  and  postmortem 
procedures. 

(a )  Standard:  Licensure.  The  facility 
must  be  currently  licensed  as  a  long¬ 
term  care  facility  in  accordance  with 
State  and  local  laws.  If  the  facility  is  not 
subject  to  licensure,  the  appropriate 
agency  must  determine  that  the  facility 
meets  all  applicable  standards  of  this 
regulation. 

(b)  Standard:  Licensure,  registration, 
or  certification  of  personnel.  All  facility 
personnel  and  consultants  must  be 
currently  licensed,  registered,  or 
certified  as  required  by  State  or  local 
law.  In  addition,  they  must  meet 
requirements  specified  throughout  this 
regulation. 

§  483.12  Condition  of  participation: 
Governing  body  and  management. 

The  facility  must  have  a  governing 
body  to  assume  full  legal  responsibility 
for  the  determination  and 
implementation  of  policy,  management, 
operation,  and  finances  of  the  facility. 

(a)  Standard:  Governing  body.  The 
governing  body  must  have  written 
guidelines  that  are  formally  adopted, 
dated,  and  available  to  all  of  its 
members.  The  guidelines  must  include  a 
statement  of  the  mission  and  objectives 
of  the  facility,  including  types  of 
services  offered.  The  governing  body 
must — 

(1)  Designate  officers,  their  terms  of 
office  and  duties,  and  appoint 
committees  and  individuals  to  discharge 
responsibilities  of  the  governing  body; 

(2)  Schedule  meetings,  attendance 
requirements,  and  record  and  maintain 
minutes; 

(3)  Appoint  a  qualified  nursing  home 
administrator  as  the  official 
representative  of  the  governing  body 


and  designate  his  responsibilities  and 
authority;  and 

(4)  Specify  any  delegations  of 
responsibility  to  individuals  for 
direction,  supervision,  and  evaluation  of 
administrative  practices,  and  the 
methods  the  governing  body  will  use  to 
hold  those  individuals  accountable. 

(b)  Standard:  Patient  admission.  (1) 

The  facility  may  admit  only  those 
patients  whose  health  care  needs  can  be 
met  through  services  offered  by  the 
facility  itself,  in  cooperation  with 
community  resources,  or  in  cooperation 
with  other  providers  under  contract  with 
the  facility.  Admission  must  be  ordered 
by  a  physician.  Admitting  policies  must 
be  written,  dated,  revised  when 
necessary,  and  approved  by  the 
governing  body. 

(2)  The  facility  must  not  discriminate 
against  any  individual  in  its  admission 
policies  or  provision  of  basic  services 
based  upon  that  individual’s  race,  color, 
national  origin,  age,  or  handicap. 

(c)  Standard:  Institutional  plan.  The 
governing  body  must  prepare  an 
institutional  plan  which  it  must  review 
and  update  annually.  The  plan  must 
include;  (1)  An  annual  operating  budget 
prepared  according  to  generally 
accepted  accounting  principles;  and 

(2)  A  capital  expenditures  plan  for  at 
least  a  3-year  period. 

(d)  Standard:  Administration.  The 
facility  must  be  operated  under  the 
supervision  of  a  nursing  home 
administrator  licensed  by  the  State  in 
which  the  facility  is  located.  The  nursing 
home  administrator  must  be 
accountable  to  the  governing  body  for 
the  overall  management  of  the  facility. 
The  administrator's  authority  and 
responsibilities  must  be  clearly 
delineated  and  must  include: 

(1)  Maintaining  liaison  with  the 
governing  body,  medical  and  nursing 
staff,  and  other  professional  and 
supervisory  staff,  through  regularly 
scheduled  meetings  and  periodic 
reports; 

(2)  Adopting  and  enforcing  rules  and 
regulations  covering  the  health  care  and 
safety  of  patients  and  others  and  the 
protection  of  their  personal  property, 
and  civil  rights; 

(3)  Establishing  standard  operating 
procedures  for  physician  practices  in  an 
ICF,  in  coordination  with  the  director  of 
nursing. 

(4)  Evaluating  and  implementing 
recommendations  from  the  facility's 
committees  and  consultants; 

(5)  Managing  the  facility  through 
employment  of  trained  professional  and 
ancillary  personnel  and  through 
appropriate  delegation  of  duties; 

(6)  Designating  an  employee  (by  name 
and  position)  to  act  in  the 


administrator’s  absence  in  order  that  the 
facility  has  administrative  direction  at 
all  times; 

(7)  Ensuring  that  any  volunteer 
program  be  planned  and  supervised  by  a 
designated  employee;  and 

(8)  Ensuring  the  implementation  of  a 
Patient  Care  Management  System 
(PCMS),  as  specified  in  §  483.20. 

(e)  Standard:  Operating  policies  and 
procedures.  (1)  The  facility  must  have  a 
written  administrative  manual  that 
outlines  the  general  operating  policies 
and  procedures  of  the  facility.  The 
manual  must  include  policies  and 
procedures  relating  to  admission  and 
admission  agreements,  patient  care 
services,  charges,  payments,  refunds, 
transfer,  and  discharge. 

(2)  The  facility  must  have  written 
personnel  policies  and  procedures  that 
are  explained  to  employees  at  the  time 
of  their  employment  and  available  to 
them  on  a  continuing  basis.  These 
policies  must  include  application 
procedures,  job  assignment,  working 
hours,  overtime,  payment  basis,  payroll 
deductions,  paydays,  insurance,  fringe 
benefits,  time  off,  educational  programs, 
holidays,  vacations,  sick  leave, 
resignations  and  terminations,  breaks, 
probation,  leaves  of  absence,  dress,  and 
conduct.  All  personnel  must  be  oriented 
to  these  policies  upon  employment. 

(3)  Information  in  personnel  records 
must  be  current,  contain  sufficient 
information  to  support  placement  in  the 
assigned  position,  and  be  available  for 
employee’s  inspection. 

(4)  The  facility  must  have  written 
policies  governing  control  of 
communicable  diseases  in  employees,  a 
safe  and  sanitary  environment  for 
patients  and  personnel,  and  reporting 
and  review  of  accidents  involving 
patients  and  personnel.  Employees  must 
receive  periodic  health  examinations  to 
ensure  the  absence  of  communicable 
disease. 

(5)  The  facility  must  have  written 
procedures  for  moving,  transferring,  and 
discharging  patients  based  on  the 
State’s  relocation  plan. 

(f)  Standard:  Visiting  hours.  (1)  The 
facility  must  provide  daily  visiting  hours 
which  are  posted  in  a  conspicuous 
location. 

(2)  Visiting  hours  must  encompass  at 
least  a  12-hour  period  sometime 
between  7:00  a.m.  and  10:00  p.m.  and 
need  not  include  time  devoted  to  patient 
feeding,  bathing,  and  treatment. 

(3)  Under  certain  circumstances,  the 
patient’s  family  may  have  access  to  the 
patient  outside  regular  visiting  hours. 

(4)  The  facility  must  furnish 
accomodations  for  patients  to  receive 
visitors  in  comfort  and  privacy. 
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(g)  Standard:  Staff  development.  (1) 
Each  employee  must  receive  orientation 
to  the  facility,  its  policies,  and  to  his  or 
her  position. 

(2)  Personnel  who  provide  direct 
patient  care  but  are  not  required  to  be 
licensed,  registered,  or  certified,  must 
receive  at  least  30  hours  of  training  from 
a  physician  or  a  registered  or  licensed 
practical  (vocational)  nurse.  This 
training  must  be  completed  within  30 
days  following  employment  and  must 
include — 

(i)  An  introduction  to  the  job 
assignment  (duties  and  repsonsibifities 
of  the  employee;  application  of  Federal 
and  State  regulations  with  special 
emphasis  on  patients’  rights;  and  other 
legal  aspects  that  may  impact  on  the 
position); 

(ii)  Physical  needs  of  the  patients 
(hygiene;  nutrition;  bowel  and  bladder 
function;  proper  method  to  align  and 
move  patients;  bedmaking;  observation 
of  physical  or  behavioral  changes; 
taking  vital  signs;  and  rehabilitation); 
and 

(iii)  Psychosocial  needs  of  the  patients 
(adjustment  to  institutional  life;  special 
problems  of  the  elderly;  communication 
disorders  and  skills;  understanding 
death  and  dying;  and  the  importance  of 
patients  participating  in  decision¬ 
making  and  self-determination). 

(3)  The  facility  must  provide  for 
continuing  education  and  training  to 
develop  the  skills  of  all  personnel.  This 
program  must  include: 

(i)  Training  and  skills  needed  to 
attend  to,  and  methods  and  techniques 
related  to,  everyday  care  of  aged,  ill, 
and  disabled;  and 

(ii)  Training  concerning  prevention 
and  control  of  infections,  fire  and  safety 
rules,  accident  prevention, 
confidentiality  of  patient  information, 
and  patients’  rights. 

(4)  The  facility  must  document  the 
content  of,  and  attendance  at,  inservice 
training. 

(h)  Standard:  Transfer  agreement.  The 
facility  must  have  a  written  transfer 
agreement  with  one  or  more  general 
hospitals  to  ensure  continuity  of  care.  If 
a  hospital  and  long-term  care  facility 
share  a  common  governing  body  and 
administration,  a  written  agreement  is 
not  necessary.  If  the  State  survey 
agency  finds  that  the  facility  tried  in 
good  faith  to  enter  into  an  agreement  but 
could  not,  the  facility  may  be  considered 
to  meet  this  standard  as  long  as  the 
State  survey  agency  determines  that  it  is 
in  the  public  interest  and  essential  to 
assuring  services  for  eligible  individuals 
in  the  community  not  to  enforce  this 
requirement.  This  agreement  must: 


(1)  Ensure  accountability  for  a 
patient’s  personal  effects  that  are  left  in 
the  control  of  the  facility; 

(2)  Specify  the  steps  needed  to 
transfer  a  patient  in  a  prompt,  safe,  and 
efficient  manner;  and 

(3)  Provide  for  supplying  at  the  time  of 
transfer,  a  summary  of  administrative, 
social,  medical,  and  nursing  information 
to  the  facility  to  which  the  patient  is 
transferred.  This  summary  must  either 
be  a  transcript  of  the  patient’s  medical 
record,  an  interagency  referral  form,  or  a 
copy  of  the  admission  sheet  and 
summary. 

(i)  Standard:  Use  of  outside  resources 
If  the  facility  does  not  employ  a  person 
qualified  to  furnish  a  specific  service,  it 
must  have  arrangements  with  outside 
resources  to  provide  the  service.  An 
outside  resource  must  be  a  qualified 
person  or  agency,  including  temporary 
personnel  agencies,  that  will  provide  the 
service  directly  to  patients  or  act  as  a 
consultant  to  the  facility. 

(1)  If  the  facility  enters  into  a  written 
agreement  with  any  outside  resources, 
the  agreement  must  state  the 
responsibilities,  functions,  objectives, 
and  terms  of  the  agreement,  including 
financial  arrangements  and  charges. 

(2)  The  facility  must  ensure  that 
outside  resources  meet  the  same 
qualifications  that  would  apply  if  such 
services  were  provided  by  facility 
employees. 

(3)  The  outside  resource,  when  acting 
as  a  consultant,  must  prepare  written, 
signed,  and  dated  reports  to  apprise  the 
nursing  home  administrator  of  progress, 
plans  for  implementation,  evaluation  of 
,  performance,  and  recommendations. 
These  reports  must  be  retained  by  the 
nursing  home  administrator  for  follow¬ 
up. 

(j)  Standard:  Consultant  services. 
Regularly  scheduled  visits  of  sufficient 
duration  and  frequency  must  be 
provided  by  a  qualified  consultant  to 
ensure  that  services  are  rendered  in 
accordance  with  requirements  in 

§  483.13,  §  483.24,  §  483.27,  and  §  483.28. 
Less  qualified  staff  must  receive 
consultant  services  for  at  least  one  year. 
If,  after  one  year,  it  is  the  nursing  home 
administrator’s  judgment  that  less 
qualified  staff  are  meeting  these 
requirements,  consultant  visits  may  be 
discontinued. 

(k)  Standard:  Disclosure  of  owhership. 
The  facility  must  comply  with  42  CFR 
Parts  420  and  455  of  this  chapter  which 
require  health  care  providers  and  fiscal 
agents  to  disclose  certain  information 
about  owners,  employees, 
subcontractors,  and  suppliers,  as  a 
Condition  of  Participation  in  Medicare 
or  Medicaid.  HCFA  may  refuse  to  enter 
into,  or  renew,  or  may  terminate  an 


agreement  with  a  provider  if  any  owner, 
officer,  director,  agent,  or  managing 
employee  has  been  convicted  of  a 
program-related  criminal  offense  or  if 
the  provider  failed  to  disclose  this 
information  at  the  time  the  agreement 
was  entered  into. 


The  facility  must  maintain  medical 
records  that  include  clinical,  medical, 
and  psychosocial  information  on  every 
patient. 

(a)  Standard:  Provision  of  services. 

The  facility  must — 

(1)  Designate  a  director  of  medical 
records  to  be  responsible  for  developing 
and  guiding  the  implementation  of  a 
plan  for  the  overall  operation  of  the 
medical  record  service; 

(2)  Protect  records  against  loss, 
damage,  destruction,  and  unauthorized 
use; 

(3)  Safeguard  confidentiality  of 
medical  record  information.  The  facility 
must  release  confidential  medical  record 
information  under  court  order,  by 
written  authorization  from  the  patient, 
or  as  required  under  third  party 
contract.  If  the  patient  is  unable  to 
authorize  release  of  confidential 
information,  responsibility  for  such 
release  must  be  in  accordance  with 
State  law; 

(4)  Regularly  analyze  medical  records 
for  completeness  during  the  patient's 
stay  and  must  record  necessary 
information  as  a  result  of  that  analysis. 
Medical  records  must  also  be  analyzed 
upon  discharge  or  death  of  the  patient; 
and 

(5)  Retain  records  in  accordance  with 
the  period  of  time  specified  under  State 
law  or  for  six  years  from  date  of 
discharge  or  death,  whichever  is  longer. 

(b)  Standard:  Staffing  and 
qualifications.  (1)  The  person 
designated  as  director  of  medical 
records  must — 

(i)  Be  eligible  to  be  certified  as  a 
Registered  Record  Administrator  (RRA), 
or  an  Accredited  Record  Technician 
(ART);  or 

(ii)  Have  training,  experience,  and 
demonstrated  supervisory  competency 
appropriate  to  the  scope  and  complexity 
of  services  performed.  This  person  must 
receive  consultation  from  a  medical 
record  consultant  who  is  an  RRA  or 
ART  and  has  management  experience  or 
specialized  training  in  long-term  care 
consulting. 

(c)  Standard:  Content.  Medical 
records  must  contain— 

(1)  Sufficient  information  from  the 
transferring  facility  to  ensure  continuity 
of  care  upon  admission  of  the  patient; 


§  483.13  Condition  of  participation: 
Medical  records. 
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(2)  Admission  data  and  orders  for 
immediate  care; 

(3)  Medical  findings; 

(4)  Patient  care  management  cycle  of 
activities  specified  in  $  483.20; 

(5)  Identification  data  and  consent  or 
authorization  forms; 

(6)  Identification  of  prognosis,  plans 
for  future  care,  social  and  community 
support  needs,  and  medications  and 
appliances  needed  for  continued  care 
upon  discharge;  and 

(7)  A  discharge  summary  upon 
discharge  or  death. 

(d)  Standard:  Additional 
requirements.  The  facility  must 
maintain — 

(1)  A  Master  Patient  Register 
comprised  of  individual  entries 
identifying  the  patient  by  name,  address, 
date  of  birth,  date  of  admission,  date  of 
transfer,  discharge  or  death,  attending 
physician,  sex,  religious  preference, 
race,  national  origin,  and  additional 
data  according  to  facility  needs. 

(2)  An  admission  and  discharge 
register  and  a  daily  census. 

(3)  Administrative  records  separate 
from  the  medical  record  including — 

(i)  An  inventory  of  personal  effects 
and  valuables; 

(ii)  Patient’s  written  acknowledgement 
of  receipt  of  patients;  rights  information; 
and 

(iii)  Legal  correspondence  and 
documents  relating  to  the  patient 
including  information  of  a  personal  or 
sensitive  nature  which  need  not  be 
entered  into  the  patient’s  medical 
record. 

§  483.14  Condition  o!  participation:; 
Utilization  review  (UR)  for  SNF’s. 

The  provisions  of  this  section  apply  to 
each  SNF  for  which  a  Professional 
Standards  Review  Organization  (PSRO) 
has  not  assumed  binding  review.  The 
facility  must — 

(a)  Have  in  effect  a  written  UR  plan 
that  provides  for  review  of  each 
Medicare  or  Medicaid  beneficiary’s 
need  for  the  medical  services  that  are 
provided;  and 

(b)  Meet  common  UR  plan 
requirements.  For  purposes  of  this 
section,  the  UR  plan  requirements  under 
42  CFR  S  456.305-338,  and  §  456.505-508 
apply. 

Subpart  C— Patient  Care  Services 

§48$20  Condition  of  participation: 

Patient  care  mangement 

The  facility’s  patient  care 
management  activities  must  ensure  the 
provision  of  quality  care,  and  be 
designed  to  permit  achievement  and 
maintenance  of  optimal  functional 
status  and  independence. 


(a)  Standard:  Scope  of  services.  The 
facility’s  Patient  Care  Management 
System  (PCMS)  must  include  the 
following  cycle  of  activities — 

(1)  Preparation  of  a  preliminary  care 
plan; 

(2)  Conducting  an  initial 
comprehensive  assessment  of  each 
patient's  medical,  physical,  and 
psychosocial  needs  defined  in 
paragraph  (c)  of  this  section; 

(3)  Preparation  of  a  care  and 
discharge  plan  based  on  the  needs 
identified  by  the  comprehensive 
assessment; 

(4)  Implementation  of  the  care  and 
discharge  plan; 

(5)  Reassessment  of  the  patient’s 
needs; 

(6)  Evaluation  that  compares  the  goals 
outlined  in  the  last  care  plan  with  the 
most  recent  assessment  of  the  patient’s 
needs; 

(7)  Revision  of  the  patient’s  care  plan 
to  reflect  the  findings  of  the  care 
evaluation;  and 

(8)  Any  necessary  repetition  of 
activities  under  paragraphs  (a)(4) 
through  (a)(7)  of  this  section. 

(b)  Standard:  Supervision  and 
accountability.  (1)  The  director  of 
nursing  must  be  responsible  for  the 
supervision  and  implementation  of  the 
facility’s  patient  care  management 
system.  These  responsibilities  include — 

(1)  Orienting  and  training  personnel 
for  their  roles  in  the  operation  of  the 
system; 

(ii)  Assigning  one  or  more  trained  and 
qualified  nurses  to  be  responsible  for 
the  patient’s  care,  developing 
preliminary  care  plans,  and  performing 
assessments; 

(iii)  Regularly  monitoring  a  sample  of 
patient  records  for  completeness, 
validity,  reliability,  and  timeliness  of 
data; 

(iv)  Ensuring  that  all  activities 
addressed  in  PCMS  are  documented  in 
writing  in  each  patient’s  medical  record; 

(v)  Ensuring  that  each  patient’s  care 
and  discharge  plan  are  properly 
executed; 

(vi)  Ensuring  that  the  health 
professionals  participate,  as  needed,  in 
patient  care  management  activities;  and 

(vii)  Coordinating  all  interdisciplinary 
team  activities. 

(2)  The  professional  members  of  the 
interdisciplinary  team  are  responsible 
for  providing  care  and  services  to  the 
patient  and  documenting,  in  writing,  all 
information  in  the  patient’s  medical 
record.  Team  members  must  exchange 
information  about  the  patient’s  care  and 
ensure  coordination  of  their  related 
activities.  Each  interdisciplinary  team 
member  is  responsible  for  providing 
input  for — 


(i)  The  comprehensive  assessment; 

(ii)  The  periodic  reassessment; 

(iii)  Developing  a  comprehensive  care 
plan; 

(iv)  Preparation  of  a  discharge  plan; 
and 

(v)  The  evaluation  of  the  patient’s 
care  plan  and  goals. 

(3)  Members  of  the  interdisciplinary 
team  include — 

(i)  The  patient’s  attending  physician; 

(ii)  The  nurse  who  has  primary 
responsibility  for  the  patient’s  nursing 
care; 

(iii)  Health  professionals  who  provide 
specific  rehabilitation  services  to  the 
patient; 

(iv)  Representatives  from  the  facility’s 
food  and  nutrition  service,  social 
service,  and  patient  activities  program; 

(v)  Other  facility  personnel  when  their 
participation  is  needed;  and 

(vi)  The  patient  and  the  patient's 
family  when  appropriate. 

(c)  Standard:  Comprehensive  patient 
assessment.  (1)  A  comprehensive 
assessment  of  each  patient’s  medical, 
physical,  and  psychosocial  needs  must 
be  conducted  within  14  days  of 
admission,  and  on  an  annual  basis 
thereafter.  A  comprehensive  assessment 
must  be  conducted  on  each  patient 
unless — 

(1)  The  patient  is  admitted  from  a 
hospital  and  the  medical  records  and 
prognosis  indicate  a  potential  for 
discharge  within  45  days;  or 

(ii)  The  patient  is  admitted  from 
another  certified  long-term  care  facility 
and  has  already  been  assessed  within 
the  calendar  year,  or 

(iii)  The  patient  is  admitted  from 
either  another  certified  long-term  care 
facility  or  from  the  community  and  the 
attending  physician  documents  in  the 
patient’s  medical  record  that  the  patient 
has  a  discharge  potential  within  45  days. 

(2)  This  assessment  must  be  updated 
when  significant  changes  in  the  patient’s 
condition  occur. 

(3)  The  facility  must  use  an 
assessment  form  certified  by  the  State 
survey  agency  as  meeting  minimum  core 
data  requirements  specified  by  HCFA. 
These  forms  must  include  the  following 
basic  data — 

(i)  Medically  defined  conditions 
(diagnoses); 

(ii)  Medical  status  measurements 
(height,  weight,  blood  pressure  and 
laboratory  findings); 

(iii)  Impairments  (status  of  sight, 
hearing,  speech,  dental/oral,  fractures 
and  dislocations,  missing  limbs, 
paralysis,  decubitus  ulcers); 

(iv)  Functioning  status  (mobility, 
bowel  and  bladder  function,  and 
activities  of  daily  living); 
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(v)  Nutritional  status  (nutritional 
deficiencies,  cultural,  religious,  or  other 
preferences,  special  dietary 
requirements,  intake/output  problems); 

(vi)  Psychosocial  (outside  contacts, 
frequency  of  visitors,  use  of  free  time, 
preinstitutional  hobbies  and  interests, 
participation  in  activities, 
communication,  orientation,  behavior); 

(vii)  Special  treatments/procedures 
(medications,  general  and  restorative 
nursing  care,  rehabilitative  services); 
and 

(viii)  Discharge  potential  (status  of 
independent  functioning,  availability  of 
support  personnel  at  home,  service 
needs,  and  financial  resources). 

(d)  Standard:  Care  planning.  (1)  A 
preliminary  care  plan  must  be 
developed  in  accordance  with  the 
attending  physician’s  admission  orders 
within  48  hours  of  the  patient’s 
admission. 

(2)  A  comprehensive  care  plan  must 
be  developed  within  1  week  of 
completion  of  the  comprehensive 
assessment. 

(3)  The  patient’s  care  plan  must 
specify — 

(i)  Those  needs  identified  in 
paragraph  (c)(3)  of  this  section; 

(ii)  Goals  for  the  patient  that  are  time- 
limited  and  measurable; 

(iii)  The  necessary  care  and  services 
that  must  be  provided  to  meet  the  goals 
(general  and  restorative  nursing  care, 
rehabilitative  services,  dietary  orders, 
and  medications);  and 

(iv)  The  team  members  responsible  for 
providing  specific  care  and  the 
frequency  of  their  visits. 

(4)  The  care  plan  must  be  updated  to  • 
reflect  changes  identified  in  accordance 
with  paragraph  (c)(2)  of  this  section.  The 
care  plan,  however,  must  be  evaluated 
and  updated  before  each  scheduled  visit 
of  the  attending  physician  (see 

§  483.21(c)).  The  evaluation  must 
include — 

(i)  An  analysis  of  whether  or  not  the 
previously  set  goals  in  the  care  plan 
were  achieved,  partially  achieved  or 
unachieved;  and 

(ii)  A  determination  of  the  reason  that 
any  goal  was  partially  achieved  or 
unachieved. 

(e)  Standard:  Discharge  plan.  A 
discharge  plan  must  be  prepared  when 
the  attending  physician  documents  in 
the  patient’s  medical  record  that  the 
patient  has  discharge  potential. 

(1)  Each  patient's  discharge  plan  must 
include  pertinent  information  to  indicate 
the  patient’s  readiness  for  discharge  and 
specify  needed  direction,  services,  and 
assistance  by  a  health,  social,  or  welfare 
community  agency  after  discharge. 

(2)  At  the  time  of  discharge,  the 
facility  must  provide  those  persons  or 


agencies  responsible  for  the  patient's 
post-discharge  care  with  an  appropriate 
summary  of  information  to  ensure 
optimal  continuity  of  care. 

(f)  Standard:  Professional  standards 
of  care.  The  facility  must  correct  all 
deficiencies  in  the  quality  of  its  care  and 
services  in  a  timely  manner.  These 
deficiencies  are  those  identified  by  the 
State  survey  agency  and  either  the 
Medicaid  Inspection  of  Care  team  or  the 
Professional  Standards  Review 
Organization  (where  it  has  assumed 
review  responsibility  in  the  facility). 

§  483.2 1  Condition  of  participation: 
Physician  services. 

Patients  may  be  admitted  to  the 
facility  only  upon  the  recommendation 
of  a  physician.  The  medical  care  of  each 
patient  in  the  facility  must  be  under  the 
supervision  of  a  physician.  Each  patient 
or  his  representative  has  the  right  to 
designate  an  attending  physician  in 
accordance  with  the  facility's  standard 
operating  procedures. 

(a)  Standard:  Medical  findings  and 
physician  orders  at  time  of  admission. 

At  the  time  of  admission,  the  facility 
must  obtain  patient  status  information 
from  a  physician,  including  current 
medical  findings,  diagnoses,  orders  for 
immediate  care,  and  the  patient's 
discharge  and  rehabilitation  potential.  If 
medical  orders  are  unobtainable  from 
the  attending  physician  on  admission, 
the  medical  director  in  a  SNF  or 
emergency  physician  may  give 
temporary  orders  until  the  attending 
physician  discharges  this  responsibility. 

(b)  Standard:  Patient  supervision  by 
physician.  The  health  care  of  every 
patient  must  be  under  the  supervision  of 
a  physician  who — 

(1)  Conducts  a  medical  evaluation  of 
the  patient’s  immediate  and  long-term 
needs,  based  on  a  medical  history  and  a 
physical  examination  conducted  within 
48  hours  of  admission  and  entered  in  the 
patient’s  medical  record  unless — 

(1)  A  comparable  examination  was 
completd  within  15  days  before 
admission  and  the  report  is  available  at 
the  time  of  admission;  or 

(ii)  The  attending  physician 
documents  in  the  patient’s  medical 
record  that  no  significant  changes  have 
occurred  since  the  time  of  the  last 
physical  examination  and  a  copy  of  that 
examination  is  included  in  the  patient’s 
medical  record;  and 

(2)  Prescribes  a  planned  regimen  of 
medical  care  based  on  the  medical 
evaluation. 

(c)  Standard:  Visit  schedule.  The 
attending  physician  must  review  the 
patient's  medical  plan  of  care,  update 
the  medical  regimen,  and  make  written 


comments  on  the  patient's  condition  as 
often  as  necessary. 

(1)  The  attending  physician  must — 

(1)  Adhere  to  established  facility 
policies  governing  physician  practices; 

(ii)  Record  results  of  each  patient  visit 
in  progress  notes  in  the  patient's 
medical  record; 

(iii)  Prepare  the  medical  aspects  of  the 
patient’s  care  plan  in  conjunction  with 
PCMS  (see  §  483.20(d));  and 

(iv)  Give  telephone  orders  only  to 
licensed  staff  members  which  must  be 
countersigned  within  5  days. 

(2)  At  least  once  every  30  days  for  the 
first  90  days,  the  attending  physician 
msut  visit  the  patient  and  enter  progress 
notes  in  the  patient’s  medical  record. 

(3)  Subsequent  to  the  90th  day 
following  admission,  the  physician  may 
schedule  visits  in  accordance  with  his  or 
her  professional  determination  of  the 
patient’s  needs  except  that — 

(i)  The  interval  between  visits  must 
not  exceed  60  days  for  SNF  patients  or 
120  days  for  ICF  patients; 

(ii)  Recertification  of  the  necessity  of 
patient  services  under  Medicaid  must  be 
made  every  60  days  in  accordance  with 
section  1903(g)(1)(A)  of  the  Social 
Security  Act. 

(4)  The  physician  must  record  the 
intended  visit  schedule  in  the  patient’s 
medical  record. 

(d)  Standard:  Availability  of 
physicians  for  emergency  patient  care. 
The  facility  must  have  written 
procedures,  available  at  each  nursing 
station,  that  provide  for  emergency 
physician  services  at  all  times. 

(e)  Standard:  Dental  services.  The 
facility  must  have  a  written  plan  to 
assist  patients  in  obtaining  routine  and 
emergency  dental  care.  The  facility 
must — 

(1)  Maintain  a  list  of  dentists  in  the 
community  for  patients  who  do  not  have 
a  private  dentist; 

(2)  Assist  the  patient,  if  necessary,  in 
arranging  for  transportation  to  and  from 
the  dentist’s  office  at  the  patient’s  or 
program’s  expense;  and 

(3)  Ensure  that  a  dentist  or  dental 
hygienist  participates  at  least  annually 
in  the  staff  development  program  for 
nursing  and  other  personnel  and 
recommends  oral  hygiene  policies  and 
practices  for  the  care  of  patients. 

(f)  Standard:  Podiatric  services.  The 
facility  must  have  a  written  plan  to 
assist  patients  in  obtaining  routine  and 
emergency  podiatric  care.  The  facility 
must — 

(1)  Maintain  a  list  of  podiatrists  in  the 
community  for  patients  who  do  not  have 
a  private  podiatrist* 

(2)  Assist  the  patient  if  necessary,  in 
arranging  for  transportation  to  and  from 
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the  podiatrist’s  office  at  the  patient’s  or 
program's  expense;  and 

(3)  Ensure  that  a  podiatrist 
participates  at  least  annually  in  the  staff 
development  program  for  nursing  and 
other  personnel,  and  recommends 
podiatric  policies  and  practices  for  the 
care  ofpatients. 

§  483.22  Condition  of  participation: 

Medical  direction. 

All  SNFs  must  have  a  written 
agreement  with  a  physician  to  serve  as 
medical  director  on  a  part-time  or  full¬ 
time  basis,  as  appropriate  for  the  needs 
of  the  patients  and  the  facility. 

(a)  Standard:  Functions.  The  medical 
director  must  be  responsible  for — 

(1)  Coordination  of  medical  care; 

(2)  Development  of  written  guidelines 
which  must  be  approved  by  the 
governing  body  and  include  standard 
operating  procedures  for  physician 
practices  in  the  facility; 

(3)  Liaison  with  administrative  and 
medical  staffs; 

(4)  Ensuring  that  orders  are  written  as 
required; 

(5)  Reviewing  and  evaluating  patient 
care  policies  and  procedures; 

(6)  Acting  as  a  consultant  to  the 
facility  in  matters  related  to  patient  care 
policies; 

(7)  Assessment  of  employee  health 
status;  and 

(8)  Reviewing  reports  of  accidents  that 
occur  on  the  premises  to  identify  health 
and  safety  hazards; 

(b)  Standard:  Waiver  of  the  medical 
direction  requirement.  The  Secretary 
may  waive  the  requirements  for  the  full¬ 
time  or  part-time  medical  director  for 
appropriate  periods  if,  based  upon 
documented  findings  of  the  State  survey 
agency,  the  Secretary  determines  that — 

(1)  The  facility  has  made  and 
continues  to  make  a  good  faith  effort  to 
comply  with  the  medical  direction 
requirement;  and 

(2)  The  facility  is  located  in  an  area 
where  the  supply  of  physicians  is  not 
sufficient  to  permit  compliance  with  this 
standard  without  seriously  reducing  the 
availability  of  physician  services  within 
the  area. 

§  483.23  Condition  of  participation: 

Nursing  services. 

(a)  Standard:  24-hour  nursing  scarce. 
All  facilities  must  provide  24-hour 
nursing  service  with  a  sufficient  number 
of  qualified  nursing  personnel  to  meet 
the  total  nursing  needs  of  the  patient. 
Nursing  personnel  include  registered 
and  licensed  practical  (vocational) 
nurses,  nurses  aides  and  orderlies. 

(1)  Nursing  personnel  must  be 
assigned  duties  consistent  with  their 
education  and  experience,  and  based  on 


the  characteristics  of  the  patient  load 
and  the  nursing  skills  needed  to  provide 
care  to  the  patients. 

(2)  The  facility  must  maintain  weekly 
time  schedules  that  indicate  the  number 
and  classification  of  nursing  personnel, 
including  relief  personnel,  who  will 
work  on  each  unit  during  each  tour  of 
duty. 

(3)  If  the  facility  uses  licensed 
temporary  nursing  pool  personnel,  they 
must  meet  the  same  qualifications  that 
would  apply  if  they  were  permanent 
facility  employees.  Temporary  pool 
personnel  may  not  serve  as  charge 
nurses  on  the  day  shift  or  as  the  director 
of  nursing.  If  temporary  pool  personnel 
are  used  for  coverage  on  evening  or 
night  shifts,  a  full-time,  currently 
licensed  nurse  must  be  on  call  and 
immediately  available  by  telephone.  In  a 
SNF,  this  person  must  be. a  registered 
nurse. 

(4)  An  ICF  must  have  a  registered  or 
licensed  practical  (vocational)  nurse 
full-time,  7  days  a  week  on  the  day  shift. 

(5)  A  SNF  must  have  a  registered 
nurse  full-time,  7  days  a  week  on  the 
day  shift. 

(b)  Standard:  Waiver  of  7-day 
registered  nurse  requirement.  The 
Secretary  may  waive  the  requirement  of 
paragraph  (a)(5)  of  this  section  for 
appropriate  periods  if,  based  upon 
documented  findings  of  the  State  survey 
agency,  the  Secretary  determines  that — 

(1)  The  facility  is  located  in  a  rural 
area,  and  the  supply  of  SNF  services  in 
the  area  is  not  sufficient  to  meet  the 
needs  of  individual  patients; 

(2)  The  facility  has  at  least  one  full¬ 
time  registered  nurse  who  is  regularly  on 
duty  at  the  facility  at  least  40  hours  a 
week; 

(3)  The  facility  only  has  patients 
whose  attending  physicians  have 
indicated  and  documented  in  the 
patient’s  medical  record  that  their 
patient  does  not  require  the  services  of  a 
registered  nurse  in  any  48-hour  period; 

(4)  The  facility  has  arrangements  for  a 
registered  nurse  or  a  physician  to  staff 
the  facility  to  provide  services  that  the 
attending  physician  determines  are 
necessary  on  days  when  the  regular  full¬ 
time  registered  nurse  is  not  on  duty;  and 

(5)  The  facility  has  made  and 
continues  to  make  a  good  faith  effort  to 
comply  with  paragraph  (a)(5)  of  this 
section,  but  compliance  is  impeded  by 
the  unavailability  of  registered  nurses  in 
that  area. 

(c)  Standard:  Supervision  (Director  of 
nursing).  Nursing  supervision  must  be 
provided  by  a  director  of  nursing  who 
must  have  at  least  1  year  of  additional 
training  or  experience  in  long-term  or 
acute  care  settings  and  additional 


training  or  experience  in  such  areas  as 
rehabilitative  or  geriatric  nursing. 

(1)  An  ICF  must  have  a  registered 
nurse  or  a  licensed  practical 
(vocational)  nurse  to  supervise  and 
direct  nursing  services. 

(2)  If  an  ICF  employs  a  licensed 
practical  (vocational)  nurse  to  supervise 
and  direct  nursing  services,  the  ICF  must 
have  a  contract  with  a  registered  nurse 
to  provide  at  least  weekly  consultation 
in  the  facility  to  the  licensed  practical 
(vocational)  nurse. 

(3)  A  SNF  must  have  a  registered 
nurse  to  supervise  and  direct  nursing 
services.  The  director  of  nursing  must 
designate  a  charge  nurse  for  all  shifts  as 
specified  in  paragraph  (e)  of  this  section. 

(d)  Standard:  Responsibilities.  The 
director  of  nursing  must  have  written 
administrative  responsibility  and 
accountability  for  the  activities  and 
training  of  nursing  personnel,  and  may 
serve  only  one  facility  in  this  capacity. 
These  responsibilities  must  include  but 
are  not  limited  to — 

(1)  Administering,  supervising,  and 
implementing  a  PCMS,  as  specified  in 
§  483.20. 

(2)  Developing  and  maintaining 
nursing  service  objectives,  standards  of 
nursing  practice,  nursing  policy  and 
procedure  manuals,  and  written  job 
descriptions  for  each  level  of  nursing 
personnel; 

(3)  Scheduling  of  an  participating  in 
daily  rounds; 

(4)  Coordinating  nursing  service  with 
other  patient  services; 

(5)  Recommending  the  number  and 
levels  of  nursing  personnel  to  be 
employed; 

(6)  Participating  in  nursing  staff 
development;  and 

(7)  Ensuring  that  nursing  personnel — 

(i)  Provide  treatments,  medications, 
and  diets  to  patients  as  prescribed; 

(ii)  Provide  rehabilitative  nursing  care 
to  patients  as  needed; 

(iii)  Keep  patients  comfortable,  clean, 
and  well-groomed; 

(iv)  Protect  patients  from  accident, 
injury,  and  infection;  and 

(v)  Assist  and  train  patients  in  self- 
care  and  encourage  them  to  participate 
in  group  activities. 

(e)  Standard:  Supervision:  Charge 
nurse.  (1)  In  a  SNF,  the  director  of 
nursing  must  designate  a  charge  nurse  to 
be  responsible  for  supervising  all 
nursing  activities  on  all  shifts.  The 
charge  nurse  may  delegate 
responsibility  to  nursing  personnel  for 
the  direct  nursing  care  of  specific 
patients  during  each  tour  of  duty  on  the 
basis  of  staff  qualifications,  size,  and 
physical  layout  of  the  facility, 
characteristics  of  the  patient  load,  and 
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the  emotional,  social,  and  nursing  care 
needs  of  patients. 

(2)  Except  in  emergencies,  the  director 
of  nursing  may  not  serve  as  a  charge 
nurse  in  a  facility  with  an  average  daily; 
total  occupancy  of  60  or  more  patients. 

(3)  A  charge  nurse  must  be — 

(i)  A  registered  nurse  or  a  practical 
(vocational)  nurse; 

(ii)  If  a  practical  (vocational  nurse — 

(A)  Is  a  graduate  of  a  State-approved 
school  of  practical  (vocational)  nursing; 
or 

(B)  Has  passed  the  Public  Health 
Service  examination  (offered  until 
December  31, 1977)  for  waivered 
practical  (vocational)  nurses;  and 

(iii)  Experienced  in  nursing  service 
administration,  supervision,  and  such 
areas  as  rehabilitative  or  geriatric 
nursing,  or  acquires  preparation  through 
formal  staff  development  programs. 

(f)  Standard:  Rehabilitative  nursing 
care.  The  facility  must  have  a  program 
of  rehabilitative  nursing  care  that  is  an 
integral  part  of  nursing  service  and  is 
directed  toward  assisting  each  patient  in 
achieving  and  maintaining  an  optimal 
level  of  self-care  and  independence. 
Nursing  personnal  must  be  trained  in 
rehabilitative  nursing,  and  services  must 
be  provided  daily  for  those  patients  who 
require  such  care.  These  services  must 
be  routinely  recorded  in  the  patient’s 
medical  record. 

(g)  Standard:  Supervision  of  patient 
nutrition.  Nursing  personnel  must  be 
aware  of  the  nutritional  needs  of  the 
patients  and — 

(1)  Encourage  patients  to  eat  in  the 
dining  area  unless  medically 
contraindicated; 

(2)  Ensure  that  patients  who  do  not 
eat  in  the  dining  are  are  provided  their 
own  trays; 

(3)  Assist  in  the  feeding  of  patients, 
when  necessary,  so  that  food  is  served 
at  the  proper  temperature; 

(4)  Obs.erve  food  and  fluid  intake  of 
patients,  record  deviations  from  normal 
in  the  patient's  medical  record,  and 
report  them  to  the  attending  physician 
or  the  dietetic  service  supervisor;  and 

(5)  Ensure  that  drinking  water  is 
available  to  patients  at  all  times  unless 
medically  contraindicated. 

(h)  Standard:  Administration  of  drugs. 
Drugs  and  biologicals  must  be 
administered  only  by  a  physician, 
licensed  nurse,  or  an  individual  who  has 
successfully  completed  a  State- 
approved  training  program  in 
medication  administration.  Proper 
administration  of  a  drug  means  that  the 
individual  dose  must  be  removed  from  a 
previously  dispensed,  properly  labeled 
container  (including  a  unit  dose 
container),  verified  with  the  physician's 
orders,  and  administered  to  the  proper 


patient.  The  facility’s  pharmaceutical 
services  committee  must  establish 
procedures  to  ensure  that — 

(1)  Drugs  and  biologicals  are  checked 
against  the  physician’s  orders; 

(2)  The  patient  is  identified  before 
administration  of  a  drug; 

(3)  Each  patient  has  an  individual 
medication  record; 

(4)  The  dose  administered  to  the 
patient  is  properly  recorded  in  the 
medication  record  by  the  person  who 
administered  the  drug; 

(5)  Drugs  and  biologicals  are 
administered  as  soon  as  possible  after 
doses  are  prepared; 

(6)  Drugs  and  biologicals  are 
administered  by  the  same  person  who 
prepared  the  dose,  except  under  single 
unit  dose  package  distribution  systems; 
and 

(7)  Patients  must  be  allowed  to  self 
administer  medications  unless  • 
prohibited  in  writing  by  the  attending 
physician. 

(1)  Standard:  Conformance  with 
physicians’  drug  orders.  (1)  Drugs  and 
biologicals  must  be  administered  in 
accordance  with  the  written  orders  of 
the  attending  physician. 

(2)  The  facility  must  have  written 
policies  and  procedures  that  are 
followed  when  stopping  the 
administration  of  drugs. 

(3)  Physicians’  verbal  orders  for  drugs 
may  be  given  only  to  a  licensed  nurse, 
pharmacist,  or  physician,  and  must  be 
immediately  recorded  and  signed  by  the 
person  receiving  the  order. 

(i)  The  facility  may  permit  verbal 
orders  for  schedule  II  drugs  only  in  an 
emergency. 

(ii)  Verbal  orders  must  be 
countersigned  by  the  attending 
physician  within  5  days. 

(4)  The  facility  must  notify  the 
attending  physician  of  an  automatic  stop 
order  before  the  last  dose  is 
administered. 

(j)  Standard:  Patient  care 
management.  Nursing  personnel  must 
participate  in  the  development, 
implementation,  and  evaluation  of  the 
patient’s  plan  of  care,  as  specified  in 

§  483.20(d).  The  nursing  service 
component  of  each  patient's  plan  must 
be  based  on  an  assessment  of  the 
patient’s  nursing  needs. 

§  483.24  Condition  of  participation:  Food 
and  nutrition  services. 

The  facility  must  have  written 
procedures  which  are  implemented  to 
ensure  that  the  food  and  nutrition 
service  is  operating  in  a  safe,  sanitary, 
and  efficient  manner.  The  facility  must 
provide  daily  meals  which  are  adequate 
in  amount,  palatable,  prepared  and 
transported  in  a  sanitary  manner,  and 


served  in  accordance  with  accepted 
professional  practices.  Daily  meals  must 
meet  the  regular  and  therapeutic  dietary 
needs  of  the  patients.  The  facility  must 
have  a  plan  for  obtaining,  preparing,  and 
serving  meals  in  case  of  emergencies 
that  delay  or  interrupt  supplies  or 
contracted  food  service. 

(a)  Standard:  Staffing  and 
qualifications.  (1)  A  full-time  dietetic 
service  supervisor  must  supervise  the 
overall  operation  of  the  dietetic  service. 

If  this  person  is  not  a  qualified  dietitian, 
he  or  she  must  receive  consultation  from 
a  qualified  dietitian. 

(1)  A  qualified  dietitian  must  be 
registered,  or  eligible  for  registration,  as 
determined  by  the  Commission  on 
Dietetic  Registration.  In  addition,  this 
person  must  have  at  least  1  year  of 
supervisory  experience  in  the  food  and 
nutrition  service  of  a  health  care  facility 
and  participate  annually  in  continuing 
education. 

(ii)  A  dietetic  service  supervisor  must 
be — 

(A)  A  qualified  dietitian;  or 

(B)  A  graduate  of  a  dietetic  technician 
or  dietetic  assistant  training  program, 
correspondence  or  classroom,  approved 
by  the  American  Dietetic  Association;  or 

(C)  A  graduate  of  a  State-approved 
course  that  provided  90  or  more  hours  of 
classroom  instruction  in  food  service 
supervision  and  has  experience  as  a 
supervisor  in  a  health  care  institution 
and  maintains  15  hours  of  continuing 
education  annually;  or 

(D)  Trained  and  experienced  in  food 
service  supervision  and  management  in 
a  military  service  equivalent  in  content 
to  the  requirements  specified  in 
paragraph  (a)(l)(ii)  (B)  or  (C)  of  this 
section,  and  maintains  15  hours  of 
continuing  education  annually. 

(2)  The  facility  must  employ  sufficient 
supportive  personnel,  trained  in  the 
preparation  and  service  of  food,  to  carry 
out  the  functions  of  the  food  and 
nutrition  service. 

(3)  The  dietetic  service  supervisor 
must  participate  in  the  development  of 
the  patient’s  plan  of  care,  as  specified  in 
§  483.20(d). 

(4)  If  consultant  services  are  used,  the 
consultant's  visits  must  be  of  sufficient 
duration  to  allow — 

(i)  Continuing  liaison  with  medical 
and  nursing  staffs: 

(ii)  Participation  in  patient  care 
planning,  as  specified  in  §  483.20(d); 

(iii)  Nutritional  assessment  and 
patient  counseling; 

(iv)  Guidance  to  the  supervisor  and 
staff  of  the  food  and  nutrition  service; 

(v)  Approval  of  all  menus; 

(vi)  Participation  in  the  development 
or  revision  of  dietetic  policies  and 
procedures;  and 
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(vii)  Planning  and  conducting 
inservice  education  programs. 

(b)  Standard:  Menus  and  nutritional 
adequacy.  (1)  Menus  must  be  planned 
and  written  at  least  one  week  in 
advance  and  designed  to  meet 
nutritional  and  special  dietary  needs  of 
patients  in  accordance  with  the 
attending  physician’s  orders,  and  with 
the  recommended  dietary  allowances  of 
the  National  Research  Council,  National 
Academy  of  Sciences. 

(2)  A  current  diet  manual  must  be 
.used  to  plan,  order,  and  prepare  regular 
and  therapeutic  diets. 

(3)  If  a  patient  refuses  food, 
appropriate  substitutes  of  similar 
nutritive  value  must  be  offered. 

(4)  The  facility  must  ensure  the 
availability  of  religious  preference  diets; 

(5)  The  facility  must  retain  records  of 
all  menus  served  and  of  food  purchased 
for  30  days. 

(6)  At  least  three  meals  or  their 
equivalent  must  be  served  daily  with  no 
more  than  14  hours  between  a 
substantial  evening  meal  and  breakfast. 

(7)  Daily  evening  nourishments  must 
be  provided  to  patients  unless 
prohibited  by  the  prescribed  diet. 

(c)  Standard:  Storage  and  preparation. 
All  foods  must  be  stored,  prepared,  and 
distributed  under  hygienic  and  sanitary 
conditions. 

(1)  Written  reports  of  inspections  by 
State  and  local  health  authorities  must 
be  on  file  at  the  facility  indicating  action 
taken  to  comply  with  any 
recommendations. 

(2)  The  kitchen  must  be  located, 
designed,  and  equipped  to  efficiently — 

(i)  Handle  and  store  incoming 
supplies; 

(ii)  Prepare  meals; 

(iii)  Wash  trays,  dishes,  pots,  and 
hands;  and 

(iv)  Dispose  of  rubbish  and  garbage. 

(3)  Personnel,  other  than  those 
essential  to  food-handling  operations, 
must  not  routinely  be  permitted  to  pass 
through  the  kitchen; 

(4)  The  facility  must  retain  a  3-day 
supply  of  staple  foods  at  all  times;  and 

(5)  Foods  must  be  prepared  by 
methods  that  conserve  nutritive  value, 
flavor,  appearance,  served  at  the  proper 
temperature,  and  in  a  form  to  meet 
individual  patient  needs. 

§  483.25  Condition  of  participation: ' 
Pharmaceutical  services. 

The  facility  must  provide  routine  and 
emergency  drugs  and  biologicals  to  its 
patients  to  the  extent  that  they  are 
covered  under  the  Medicare  or  Medicaid 
programs.  The  facility  must  ensure  safe 
and  accurate  ordering,  storage, 
distribution,  administration,  review,  and 


recording  of  all  drugs  and  biologicals 
(see  also  §  483.23(h)  and  (i)). 

(a)  Standard:  Supervision.  The  facility 
must  provide  pharmaceutical  services 
under  the  responsibility  and  supervision 
of  a  pharmacist  and  the  director  of 
nursing. 

(b)  Standard:  Pharmaceutical  services 
committee.  The  facility  must  have  a 
pharmaceutical  services  committee 
comprised  of  at  least  the  pharmacist,  the 
director  of  nursing,  the  nursing  home 
administrator,  and  one  physician.  The 
committee  must — 

(1)  Ensure  that  the  objectives  of  the 
pharmaceutical  services  condition  of 
participation  are  met; 

(2)  Meet  at  least  quarterly;  and 

(3)  Document  its  activities,  findings, 
and  recommendations. 

(c)  Standard:  Drug  security.  The 
facility  must  establish  procedures  for 
storing  and  disposing  of  drugs  and 
biologicals  in  accordance  with  Federal, 
State,  and  local  laws. 

(1)  All  drugs  and  biologicals  must  be 
stored  in  locked  compartments  and  only 
authorized  personnel  have  access  to  the 
keys. 

(2)  The  number  of  unaccounted  for 
dosage  units  of  drugs  listed  as  being 
subject  to  the  Comprehensive  Drug 
Abuse  Prevention  Act  of  1970  (Pub.  L. 
91-513,  see  21  CFR  Part  1308)  must  not 
exceed  1  percent  of  those  received  that 
are  classified  in  schedule  II  and  3 
percent  of  those  received  that  are 
classified  in  schedules  III  and  IV. 

(3)  Separately  locked,  permanently 
affixed  compartments  must  be  provided 
for  storage  of  controlled  drugs  classified 
in  schedule  II,  except  those  drugs 
administered  under  single  unit  package 
drug  distribution  systems  in  which  the 
quantity  stored  is  minimal  and  a  missing 
dose  can  be  readily  detected. 

.(4)  An  emergency  drug  kit  must  be 
readily  available. 

(d)  Standard:  Drug  records.  The 
facility  must  maintain  detailed  records 
of  the  receipt  and  disposition  of  all 
drugs  subject  to  the  Comprehensive 
Drug  Abuse  Prevention  and  Control  Act 
of  1970.  The  facility  must  also  maintain 
an  individual  drug  administration  record 
for  each  patient. 

(e)  Standard:  Drug  administration. 

The  system  of  drug  ordering,  storage, 
distribution,  and  administration  must 
ensure  that  the  drug  administration  error 
rate  does  not  exceed  5  percent  of  the 
total  dosage  units  administered  and  that 
the  drug  discard  rate  does  not  exceed  4 
percent  of  the  total  dosage  units 
received  by  the  facility. 

(f)  Standard:  Stop  orders.  Drugs  not 
specifically  limited  to  time  or  number  of 
doses  must  be  controlled  by  automatic 
stop  orders  or  other  methods  as 


determined  by  the  facility’s 
pharmaceutical  services  committee. 

(g)  Standard:  Drug  integrity  and 
labeling.  (1)  The  pharmaceutical 
services  committee  must  develop 
policies  and  procedures  relative  to  the 
uniform  packaging  and  labeling  of  drugs 
and  biologicals.  All  drugs  and 
biologicals  used  in  the  facility  must  be 
packaged  and  labeled  in  compliance 
with  these  policies  and  procedures. 

(2)  Drugs  and  biologicals  must  be 
stored  under  established  temperature, 
humidity,  and  light  control.  Containers 
with  illegible,  incomplete,  or  missing 
labels  must  be  returned  to  the 
pharmacist  for  proper  disposition. 

(3)  Discontinued,  outdated,  recalled, 
adulterated,  and  deteriorated  drugs  and 
biologicals  must  not  be  available  for 
use. 

(h)  Standard:  Drug  monitoring.  The 
pharmacist  must  review  the  drug 
regimen  of  each  patient  at  least  monthly. 
Any  irregularities  detected  during  these 
reviews  must  be  reported  to  the 
attending  physician  or  the  director  of 
nursing.  A  record  of  drug  regimen 
reviews  must  be  prepared  by  the 
pharmacist  and  maintained  in  the 
facility.  Drug  regimen  review  activities 
must  be  integrated,  as  necessary,  into 
patient  care  planning  as  specified  in 

§  483.20(d). 

§  483.26  Condition  of  participation: 
Laboratory  and  radiologic  services;  blood. 

The  facility  must  have  written  policies 
that  provide  for  routine  and  emergency 
laboratory  and  radiologic  services  to 
meet  the  needs  of  the  patients. 

(a)  Standard:  Provision  of  services.  (1) 
The  facility  may  furnish  laboratory  and 
radiologic  services  itself  or  have  written 
agreements  and  procedures  for  referring 
patients  to  qualified  outside  resources. 

(2)  If  the  facility  provides  its  own 
laboratory  or  radiologic  services,  it  must 
meet  the  applicable  conditions 
established  for  certification  of  hospitals 
that  are  contained  in  42  CFR  §  405.1028 
and  §  405.1029. 

(b)  Standard:  Availability.  Laboratory 
and  radiologic  services  must  be 
available.  Orders  for  services  must  be 
noted  in  the  patient’s  medical  record  by 
the  physician  who  orders  the  service. 
The  facility  must  ensure  that  the 
physician  receives  notification  of  test 
results  promptly.  All  test  results  must  be 
authenticated,  dated,  and  made  a  part  of 
the  patient’s  medical  record. 

(c)  Standard:  Transportation.  The 
facility  must  assist  the  patient,  if 
necessary,  in  arranging  for 
transportation  to  obtain  the  required 
service,  at  the  patient’s  or  program’s 
expense. 
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(d)  Standard:  Blood  and  blood 
products.  If  the  facility  stores  and 
transfuses  blood  or  blood  products,  the 
Facility  must  meet  the  conditions 
established  for  certification  of  hospitals 
that  are  contained  in  42  CFR 
§  405.1028(j),  (k),  and  (1). 

§  483.27  Condition  of  participation:  Social 
services. 

The  facility  must  provide  services  to 
identify  and  meet  the  social  and 
emotional  needs  of  the  patient;  to  assist 
each  patient  and  family  in  adjusting  to 
the  effects  of  the  illness,  treatment,  and 
stay  in  the  facility;  and  to  facilitate 
discharge  planning  and  the  use  of 
community  resources. 

(a)  Standard:  Provision  of  services.  (1) 
The  facility  may  furnish  social  services 
itself  or  have  written  agreements  and 
procedures  for  referring  patients  to 
qualified  outside  resources. 

(2)  These  services  must  be  provided 
consistent  with  the  needs  identified  in 
the  patient  care  plan  (see  §  483.20(d)). 

(3)  The  musing  home  administrator 
must  designate  a  social  services  director 
to  be  responsible  for  arranging  and 
integrating  social  services  with  other 
elements  of  the  care  plan. 

(b)  Standard:  Staffing  and 
qualifications.  (1)  The  person 
designated  as  social  services  director 
must  have — 

(1)  A  Master  of  Social  Work  (M.S.W.) 
degree; 

(ii)  A  graduate  degree  in  social  or 
behavioral  sciences  with  a  speciality  in 
gerontology; 

(iii)  A  Bachelor  of  Social  Work 
(B.S.W.)  degree  from  a  college  or 
university  with  an  undergraduate  social 
work  program  accredited  by  the  Council 
on  Social  Work  Education; 

(iv)  A  Bachelor  of  Arts  (B.A.)  or 
Bachelor  of  Science  (B.S.)  degree  in 
social  or  behavioral  sciences  with  1  year 
of  experience  in  the  provision  of  social 
services  in  a  long-term  care  facility;  or 

(v)  An  Associate  of  Arts  (A.  A.)  degree 
in  social  or  behavioral  sciences  with  2 
years  of  experience  in  the  provision  of 
social  services  in  a  long-term  care 
facility. 

(2)  If  the  person  designated  as  social 
services  director  does  not  meet  the 
requirements  of  paragraph  (l)(i)  or  (ii)  of 
this  section,  he  or  she  must  receive 
consultation  from  a  social  services 
consultant  who  meets  these 
requirements  and  has  at  least  1  year  of 
experience  in  the  provision  of  social 
services  in  a  long-term  care  facility. 

§  483.28  Condition  of  participation: 

Patient  activities. 

The  facility  must  provide  daily 
activities  to  patients  under  a  clearly 


defined  plan  consistent  with  needs 
identified  through  the  patient 
assessment.  The  facility  must  provide  an 
ongoing  program  of  activities  to 
stimulate  and  promote  the  physical, 
social,  emotional,  and  intellectual  well¬ 
being  of  the  patient.  The  activities 
program  must  also  address  the  needs  of 
bedridden  patients  and  those  otherwise 
unable  to  participate. 

(a)  Standard:  Provision  of  services. 

The  facility  must — 

(1)  Designate  a  patient  activities 
director,  qualified  by  training  or 
experience  in  directing  group  activity,  to 
be  responsible  for  the  program; 

(2)  Have  a  plan  for  independent  and 
group  activities  for  each  patient  that  is — 

(i)  Developed  according  to  needs  and 
interests; 

(ii)  Designed  to  encourage 
maintenance  of  normal  activities  and 
return  to  self-care; 

(iii)  Incorporated  into  the  overall  plan 
of  care,  as  defined  in  §  483.20(d);  and 

(iv)  Reviewed  with  patient 
participation  at  least  quarterly  and 
revised  as  necessary; 

(3)  Provide  adequate  recreation  areas 
with  sufficient  equipment  and  materials 
to  support  the  program. 

(b)  Standard:  Staffing  and 
qualifications.  The  nursing  home 
administrator  must  designate  a  patient 
activities  director  who  must  be — 

(1)  A  therapeutic  recreation  specialist 
who — 

(1)  Has  completed  a  full  4-year  course 
in  an  accredited  college  or  university 
with  a  major  study  appropriate  to  the 
field  of  therapeutic  recreation,  or  has  3 
years  of  experience  in  the  principles, 
methods,  and  techniques  of  recreation; 
and 

(ii)  Is  eligible  for  registration  as  a 
Therapeutic  Recreation  Specialist  under 
the  requirements  set  by  the  National 
Therapeutic  Recreation  Society  (Branch 
of  the  National  Recreation  and  Park 
Association);  or 

(2)  An  occupational  therapist  who — 

(i)  Is  eligible  for  certification  as  an 
occupational  therapist  (OTR)  by  the 
American  Occupational  Therapy 
Association; 

(ii)  Is  a  graduate  of  an  occupational 
therapist  educational  program 
accredited  jointly  by  the  American 
Occupational  Therapy  Association  and 
the  Committee  on  Allied  Health 
Education  and  Accreditdation  of  the 
American  Medical  Association;  or 

(iii)  Has  equivalent  training  and 
experience;  or 

(3)  An  occupational  therapy  assistant 
who — 

(i)  Is  eligible  for  certification  as  a 
certified  occupational  therapy  assistant 


(COTA)  by  the  American  Occupational 
Therapy  Association; 

(ii)  Is  a  graduate  of  an  occupational 
therapy  assistant  program  accredited  by 
the  American  Occupational  Therapy 
Association:  or 

(iii)  Has.  equivalent  training  and 
experience;  or 

(4)  A  person  with  the  qualifications 
specified  in  §  483.27(b)(l)(i)  or  (ii),  social 
services;  or 

(5)  A  person  who — 

(1)  Has  completed  a  course  approved 
by  the  Secretary  that  provides  at  least 
36  classroom  hours  in  patient  activities 
coordination;  and 

(ii)  Has  2  years  of  full-time  experience 
in  a  patient  activities  program  in  a 
health  care  setting. 

(6)  A  person  who  does  not  meet  one  of 
the  qualifications  in  paragraphs  (b)(1) 
through  (5)  of  this  section,  must  receive 
regularly  escheduled  consultation  from 
an  individual  who  meets  one  of  the 
requirements  of  paragraphs  (b)(1) 
through  (4)  of  this  section  and  has  at 
least  1  year  of  experience  as  director  of 
a  long-term  care  activities  program. 

§  483.29  Condition  of  participation: 
Rehabilitative  services. 

Written  objectives,  policies,  and 
procedures  for  the  provision  of 
rehabilitative  services  must  be 
established  by  the  facility’s  therapists 
and  representatives  of  the  medical, 
administrative,  and  nursing  staff. 

(a)  Standard:  Provision  of  services.  (1) 
Rehabilitative  needs  must  be  met  either 
through  services  provided  directly  by 
the  facility  or  by  contract  with  qualified 
outside  sources. 

(2)  Safe  and  adequate  space  and 
equipment  must  be  available 
commensurate  with  the  services  offered. 

(3)  Services  must  be  provided  under  a 
written  plan  of  treatment  based  on  the 
physician's  diagnosis  and  orders  and 
must  be  documented  in  the  patient’s 
medical  record. 

(4)  An  assessment  and  evaluation  of 
the  patient's  rehabilitation  needs  must 
be  integrated  into  the  patient’s  overall 
plan  of  care,  as  specified  in  §  483.20(d). 

(b)  Standard:  Staffing  and 
qualifications.  Services  must  be 
provided  within  specific  disciplines  by 
qualified  therapists,  assistants,  and 
supportive  personnel  supervised  by  the 
qualified  therapist.  A  qualified  therapist 
is — 

(1)  A  speech-language  pathologist 
who — 

(i)  Is  eligible  for  a  certificate  of 
clinical  competence  in  speech-language 
pathology  granted  by  the  American 
Speech-Language-Hearing  Association 
in  effect  on  January  17, 1974,  or 
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(ii)  Meets  the  educational 
requirements  for  certification,  and  has 
or  is  in  the  process  of  accumulating  the 
supervised  clinical  experience  required 
for  certification; 

(2)  An  audiologist  who — 

(i)  Is  eligible  for  a  certificate  of 
clinical  competence  in  audiology 
granted  by  the  American  Speech- 
Language-Hearing  Association,  in  effect 
on  January  17, 1974;  or 

(ii)  Meets  the  educational 
requirements  for  certification  and  has  or 
is  in  the  process  of  accumulating -the 
supervised  clinical  experience  required 
for  certification; 

(3)  An  Occupational  therapist  who 
meets  the  requirements  specified  in 
§  483.28(b)(2)  or  (3); 

(4)  A  physical  therapist  who — 

(i)  Is  a  graduate  of  a  program  in 
physical  therapy  approved  by  the 
American  Physical  Therapy  Association 
or  by  the  Council  on  Medical  Education 
of  American  Medical  Association; 

(ii)  Has  two  years  of  experience  as  a 
physical  therapist  and  has  achieved  a 
satisfactory  grade  on  a  proficiency 
examination  approved  by  the  Secretary, 
offered  until  December  31, 1977; 

(iii)  Was  licensed  or  registered  before 
January  1, 1966.  and  had  15  years  of  full¬ 
time  experience  as  a  physical  therapist 
before  January  1, 1970;  or 

(iv)  Has  graduated  from  a  State- 
approved  4-year  college  program  in 
physical  therapy  before  January  1, 1966; 

(5)  A  physical  therapist  assistant 
who — 

(i)  Is  a  graduate  of  a  2-year  college- 
level  program  approved  by  the 
American  Physical  Therapy 
Association;  or 

(ii)  Has  equivalent  training  and 
experience. 

(c)  Standard:  Responsibilities. 
Therapists  must — 

(1)  Ensure  the  safety,  effectiveness, 
and  cleanliness  of  the  equipment  used; 

(2)  Perform  assessments  and  develop 
required  care  plans  and  progress 
reports;  and 

(3)  Submit  reports  of  the  patient’s 
progress  to  the  physician  within  2  weeks 
after  initial  therapy  and  at  least  every  30 
days  thereafter  as  necessary. 

(d)  Standard:  Qualifying  to  provide 
outpatient  physical  therapy  and  speech 
pathology  services.  If  the  facility 
provides  either  outpatient  physical 
therapy  or  speech  pathology  services,  it 
must  meet  the  applicable  health  and 
safety  regulations  pertaining  to  those  . 
services  specified  in  42  CFR  Subpart  Q, 

§  405.1717,  §  405.1718,  §  405.1719, 

§  405.1723,  and  §  405.1726. 


Subpart  D— Physical  Environment  and 
Safety 

§  483.40  Condition  of  participation: 
Physical  environment. 

The  facility  must  provide  a  physical 
environment  that  promotes  the  health, 
safety,  and  well-being  of  the  patient  and 
others. 

(a)  Standard:  Patient  sleeping  rooms. 
(1)  Patient  sleeping  rooms  must  be 
designed  and  equipped  for  the  patient’s 
comfort.  A  minimum  of  100  square  feet 
of  floor  space  in  one-bed  patient 
sleeping  rooms  and  80  square  feet  per 
bed  in  multi-bed  rooms  must  be 
provided.  The  Secretary,  for  Medicare- 
only  and  Medicare/Medicaid 
participating  facilities,  or  the  State,  for 
Medicaid-only  participating  facilities, 
may  waive  up  to  10%  of  the  square 
footage  requirement  for  a  period  not  to 
exceed  3  years  if  rigid  enforcement 
would  result  in  unreasonable  hardship 
on  the  facility  and  the  waiver  would  not 
adversely  affect  the  health  and  safety  of 
the  patients. 

(2)  Rooms  must  not  contain  more  than 
four  beds.  In  facilities  primarily  for  the 
care  of  the  mentally  ill  and/or  retarded, 
there  must  be  no  more  than  12  beds  per 
room.  (An  institution  primarily  engaged 
in  the  care  of  the  mentally  retarded  or  in 
the  treatment  of  mental  diseases  cannot 
qualify  as  a  participating  SNF  under 
Medicare).  The  Secretary,  for  Medicare/ 
Medicaid  participating  SNFs,  or  the 
State  survey  agency,  for  Medicaid  SNFs 
and  ICFs,  may  waive  the  occupancy 
requirement  for  the  period  of  the 
provider  agreement  provided  that  the 
facility  demonstrates  in  writing  that  the 
requirement  would  result  in 
unreasonable  hardship  on  the  facility 
and  the  waiver  would  not  adversely 
affect  the  health  and  safety  of  the 
patients. 

(3)  Toilet,  bathing,  and  handwashing 
facilities  must  be  located  in  or  near 
patients’  rooms  and  be  appropriate  in 
number,  size,  and  design  to  meet  the 
needs  of  the  patients. 

(b)  Standard:  Multi-purpose  rooms. 
The  facility  must  have  appropriately 
furnished  areas  for  dining,  social,  and 
recreational  activities.  If  an  area  is  used 
for  multi-purposes,  there  be  sufficient 
space  to  accommodate  all  activities  and 
prevent  their  interference  with  each 
other.  A  dining  schedule  that  allows 
alternate  seatings  to  accommodate  all 
patients  is  permitted. 

(c)  Standard:  Communications.  Each 
nursing  station  must  be  equipped  to 
register  patients’  calls  through  a 
communication  system  from  patient 
areas  including  patient  rooms,  toilet, 
and  bathing  facilities.  In  a  SNF,  each 


patient's  bed  must  have  a  call  signal 
that  registers  at  the  nursing  station. 

(d)  Standard:  Comfortable 
environment.  The  facility  must  provide  a 
functional,  safe,  sanitary,  and 
comfortable  environment  for  patients, 
personnel,  and  others. 

(1)  Pest  control.  The  facility  must  have 
an  effective,  safe,  and  continuing  pest 
control  system  against  insects  and 
rodents. 

(2)  Facility  lighting.  All  areas 
occupied  by  people,  machinery,  and 
equipment  within  buildings,  as  well  as 
parking  lots,  and  approaches  to 
buildings  must  have  proper  lighting. 
Patient  rooms  must  have  general 
lighting,  night  lighting,  and  a  reading 
light  for  each  patient. 

(3)  Noise  levels.  Sound  must  be 
limited  to  a  comfortable  level. 

(4)  Facility  temperature.  For  all  areas 
occupied  by  patients,  the  facility  must 
maintain  indoor  temperature  and 
humidity  within  a  normal  comfort  range 
by  heating,  cooling,  or  other  means. 

Beds  must  be  placed  in  such  manner 
that  patients  are  not  exposed  to 
temperatures  outside  of  a  normal 
comfort  range. 

(5)  Ventilation.  All  areas  within  the 
facility  must  be  adequately  ventilated. 

(6)  Furnishings.  The  facility  must 
provide  furnishings  and  interior 
decorations  which  promote  a  homelike 
atmosphere.  Patients  must  be  permitted 
and  encouraged  to  have  personal 
possessions  in  their  rooms  that  do  not 
interfere  with  their  care,  treatment,  or 
well-being  or  that  of  other  patients. 

(e)  Standard:  Linens  and  clothing.  The 
facility  must  ensure  that  every  patient 
has  at  all  times  clean  linens,  blankets, 
bed  clothing,  robes,  underwear,  and 
street  clothing. 

(f)  Standard:  Infection  control.  The 
facility  must  establish  a  program  for 
identifying,  investigating,  preventing, 
and  controlling  infections,  maintaining  a 
sanitary  environment,  and  reporting  the 
results  to  appropriate  authorities.  The 
program  must — 

(1)  Review  food  handling,  laundry, 
disposal  of  environmental  and  patient 
wastes,  pest  control,  traffic  control, 
visiting  rules,  and  patient  care  practices 
for  possible  sources  of  infection; 

(2)  Monitor  the  health  status  of 
employees; 

(3)  Monitor  staff  performance  to 
ensure  that  policies  and  procedures  are 
being  followed;  and 

(4)  Ensure  that  asceptic  procedures 
and  isolation  techniques  are  followed. 

(g)  Standard:  Plant  engineering  and 
maintenance.  (1)  Patient  care 
equipment.  The  facility  must  maintain 
and  service  patient  care  equipment  in 
accordance  with  the  manufacturer’s 
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recommendations  to  ensure  that  it  is 
kept  safe,  sanitary,  and  operational. 

(2)  Facility  equipment.  The  facility 
must  maintain  plumbing,  heating, 
electrical,  mechanical,  water,  kitchen 
appliances  and  equipment,  and  other 
systems  in  a  safe  operating  condition. 

(i)  The  facility  must  have  a  water 
supply  system  that  is  safe  and  meets  all 
of  the  needs  of  the  facility.  The  system 
must  supply  water  at  sufficient  pressure 
to  operate  all  fixtures  and  equipment 
during  maximum  demand  periods,  and 
must  have  an  adequate  supply  of  hot 
water  for  patient  use  at  all  times. 

(ii)  The  facility  must  ensure  that  the 
temperature  of  hot  water  for  bathing 
and  handwashing  does  not  exceed  120 
degrees  Fahrenheit  (48.8  Celsius). 

(iii)  The  facility  must  have  a  qualified 
person  to  maintain  its  heating, 
ventilating,  and  air  conditioning  system 
and  provide  emergency  service.  If  the 
facility  does  not  employ  a  qualified 
person  to  provide  this  service,  it  must 
have  a  written  agreement  with  a 
qualified  outside  resource  to  provide 
normal  maintenance  and  emergency 
service. 

(3)  Emergency  power,  heat,  and  water. 
The  facility  must  have  a  contingency 
plan  to  ensure  a  supply  of  power,  heat, 
and  water. 

(h)  Standard:  Housekeeping.  The 
facility  must  employ  sufficient 
housekeeping  personnel  and  provide  all 
necessary  housekeeping  equipment  to 
ensure  that  the  interior  and  exterior  of 
the  building  are  clean,  sanitary,  and 
orderly.  A  designated  employee  must  be 
responsible  for  these  services  and  for 
supervision  and  training  of 
housekeeping  personnel.  The  facility 
may  have  a  contract  with  an  outside 
resource  for  housekeeping  services. 

§  483.45  Condition  of  participation: 

Safety. 

(a)  Standard:  Life  safety  from  fire. 

The  facility  must  meet  the  provisions  of 
the  1973  edition  of  the  Life  Safety  Code 
of  the  National  Fire  Protection 
Association  (NFPA)  that  apply  to 
nursing  homes. 

(1)  Any  facility  which  on  May  31. 1976 
complied  with  the  requirements  of  the 
1967  edition  of  the  Life  Safety  Code, 
with  or  without  waivers,  shall  be 
considered  to  be  in  compliance  with  this 
standard  so  long  as  the  facility 
continues  to  remain  in  compliance  with 
that  edition  of  the  Code. 

(2)  The  provisions  of  the  Life  Safety 
Code  shall  not  apply  in  any  State  where 
the  Secretary  finds  that  the  State  Fire 
and  Safety  Code  adequately  protects 
patients  in  long-term  care  facilities. 

(3)  Waivers.  The  Secretary,  for 
Medicare-only  and  Medicare/Medicaid 


participating  facilities,  or  the  State 
survey  agency,  for  Medicaid/only 
participating  facilities,  may  waive 
specific  provisions  of  the  Code  which,  if 
rigidly  applied,  would  result  in 
unreasonable  hardship  upon  the  facility 
but  only  if  the  waiver  would  not 
adversely  affect  the  health  and  safety  of 
patients.  All  waivers  must  be  re¬ 
evaluated  upon  modification, 
renovation,  alteration  or  any  other 
change  of  the  feature  waived. 

(i)  Specific  construction  types  as 
specified  in  NFPA  220,  Standard  Types 
of  Building  Construction,  1961,  may  be 
waived  for  up  to  5  years. 

(ii)  Specific  building  construction 
features,  not  generally  subject  to 
change,  may  be  waived  for  a  period  of 
up  to  2  years. 

(iii)  Operational  features  may  be 
waived  for  a  period  not  to  exceed  1 
year,  if  correction  of  the  deficiency 
cannot  be  accomplished  within  the  time 
frame  specified  in  the  plan  of  correction. 

(4)  Non-flammable  medical  gases. 
Non-flammable  medical  gases  such  as 
oxygen  and  nitrous  oxide,  installed  or 
used  in  the  facilty,  must  comply  with  the 
applicable  provisions  of  NFPA  No.  -56B, 
Respiratory  Therapy,  1973  and  NFPA 
No.  56F,  Non-Flammable  Medical  GaBes, 
1973. 

(5)  Blind  and  non-ambulatory 
patients.  An  existing  facility  of  two  or 
more  stories  which  is  not  of  at  least  2- 
hour  fire  resistive  construction  and  is 
participating  on  the  basis  of  a  waiver, 
may  not  have  blind,  non-ambulatory,  or 
physically  handicapped  patients  above 
the  street  level  floor  unless  the  facility  is 
of  one  of  the  following  construction 
types  as  defined  in  NFPA  No.  220 — 

(i)  1-hour  protected  noncombustible 
construction: 

(ii)  Fully  sprinklered  1-hour  protected 
ordinary  construction;  or 

(iii)  Fully  sprinklered  1-hour  protected 
wood  frame  construction. 

(b)  Standard:  Disaster  preparedness. 
The  facility  must  have  a  written  plan 
with  procedures  to  be  followed  in  the 
event  of  an  internal  or  external  disaster 
and  for  the  care  of  casualties  arising 
during  a  disaster.  The  plan  and 
procedures  must  be  prominently  posted 
throughout  the  facility,  periodically 
reviewed,  and  rehearsed  at  least 
monthly.  All  accidents  must  be 
investigated,  reported  to  proper 
authorities  as  required,  and  any 
necessary  corrective  action  must  be 
taken. 

(1)  The  disaster  plan  must  include 
evacuation  routes  and  procedures  to  be 
followed  in  the  event  of  fire,  explosion, 
or  other  disaster.  The  plan  must  also 
include  procedures  for  the  prompt 
transfer  of  casualties,  medical  records. 


medications,  and  notification  of 
appropriate  persons. 

(2)  All  employees  must  be  familiar 
with  the  facility's  disaster  plan  and  must 
be  instructed  as  to  the  location  and  use 
of  all  alarm  systems,  fire-fighting 
equipment,  and  procedures. 

(3)  In  addition  to  the  staff 
development  requirements  under 

§  483.12(g)(3),  all  facility  employees 
must  attend,  at  least  annually,  a  fire 
safety  training  program  conducted  by  a 
qualified  outside  organization  or  agency, 
such  as  the  local  fire  department. 

(4)  The  facility  must  have  sufficient 
staff  on  duty  at  all  times  to  ensure 
implementation  of  the  disaster  plan. 

Subpart  E— Patients’  Rights 

§  483.50  Condition  of  participation: 
Patients’  rights. 

The  facility  must  protect  and  promote 
each  patient’s  right  to  a  dignified 
existence,  self-determination, 
communication  with  and  access  to 
persons  and  services  inside  and  outside 
the  facility,  and  to  exercise  his  or  her 
legal  rights. 

(a)  Standard:  Exercise  of  rights.  (1) 
The  facility  must  permit  each  patient  to 
exercise  the  rights  and  pursue  the 
interests  described  in  this  subpart 
without  restraint,  interference,  coercion, 
discrimination,  or  reprisal  from  the 
facility. 

(2)  When  a  patient  has  been 
adjudicated  incompetent,  has  been 
found  by  his  physician  to  medically 
incapable  of  understanding  these  rights, 
or  exhibits  a  communication  barrier,  the 
patient’s  rights  may  be  exercised  by  his 
legal  guardian  or  next  of  kin. 

(3)  The  facility  must  exercise 
judgment  in  situations  which  pose  an 
immediate  threat  to  the  health  or  safety 
of  a  patient,  and  when  necessary,  must 
achieve  a  reasonable  accommodation  of 
conflicting  rights  or  patients. 

(b)  Standard:  Establishing  policies 
and  procedures.  In\accordance  with 
§  483.12(d)(2),  the  nursing  home 
administrator  must  establish  policies 
and  procedures  concerning  patients' 
rights  that  include,  but  are  not  limited 
to,  those  covered  in  this  Condition. 

(1)  The  facility  must  provide  a  written 
copy  of  these  policies  and  procedures  to 
each  patient  upon  admission,  request, 
and  upon  any  revision.  The  facility  must 
also  make  copies  available  to 
representatives  of  any  federally 
mandated  ombudsman  or  advocacy 
group  upon  request. 

(2)  The  facility  must  obtain  written 
confirmation  from  each  patient  that  he 
or  she  has  received  the  copy  and  is 
aware  of  its  content. 
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(3)  The  facility  must  post  a  copy  of  the 
policies  and  procedures  in  a 
conspicuous  location. 

(c)  Standard:  Freedom  of  association. 

(1)  The  facility  must  permit  each  patient 
to  receive  visitors  and  associate  freely 
inside  or  outside  of  the  facility  with 
persons  and  groups  on  the  patient’s  own 
initiative. 

(2)  Patients  must  have  the  right  to 
interact  with  members  of  the  opposite 
sex  and  to  have  private  visits,  llie  joint 
request  of  a  married  couple  to  share  a 
room  must  be  honored. 

(d)  Standard:  Access  to  facility.  (1) 
Visitors  must  be  granted  access  to 
patients,  who  have  the  right  to  refuse  or 
teminate  any  visit. 

(2)  The  facility  must  permit  the 
patient’s  representative,  and 
representatives  of  any  federally 
mandated  ombudsman  or  advocacy 
program  access  to  the  patient  at  all 
times. 

(e)  Standard:  Access  to  information. 
The  facility  must  post  the  following 
information  in  a  conspicuous  location 
accessible  to  patients  and  visitors — 

(1)  The  address  and  telephone  number 
of  the  Regional  Office  of  the  Health 
Standards  and  Quality  Bureau,  Health 
Care  Financing  Administration, 
Department  of  Health,  Education  and 
Welfare; 

(2)  The  address  and  telephone  number 
of  the  State  survey  agency  designated 
pursuant  to  section  1864  of  the  Social 
Security  Act; 

(3)  The  name,  address,  and  telephone 
number  of  the  State  long-term  care 
ombudsman  appointed  pursuant  to  45 
CFR  §  1321.43(c); 

(4)  The  address  and  telephone  numbef 
of  the  Area  Agency  on  Aging  designated 
pursuant  to  45  CFR  §  1321.61;  and 

(5)  A  copy  of  the  most  recent 
Medicare-Medicaid  Survey  Report,  and 
the  most  recent  Statement  of 
Deficiencies  and  Plan  of  Correction 
executed  by  the  facility. 

(f)  Standard:  Resident  Council.  (1)  The 
facility  must  permit  the  formation  of  a 
resident  council  by  interested  patients, 
provide  space  for  meetings,  and  provide 
assistance  in  attending  meetings  to 
those  patients  who  require  it.  Examples 
of  the  function  of  the  council  are  to: 
consider  issues  and  complaints  related 
to  conditions  in  the  facility;  relay 
complaints  and  suggestions  to  the 
nursing  home  administrator;  and  to  relay 
complaints  to  the  persons  and 
organizations  listed  in  paragraphs  (c)  (1) 
through  (3)  of  this  section. 

(2)  The  facility  may  not  compel 
attendance  at,  or  participation  in, 
resident  council  meetings. 

(g)  Standard:  Patient  participation  in 
surveys.  (1)  The  facility  must  notify  the 


patients  of  the  dates  of  any  announced 
survey  as  soon  as  notice  is  received,  and 
of  any  unannounced  survey  as  soon  as 
the  survey  begins. 

(2)  The  facility  must  assist  patients  in 
meeting  with  surveyors  during  the  visits. 
These  meetings  must  be  held  without 
facility  personnel  present,  unless  their 
presence  is  specifically  requested. 

(h)  Standard:  Patient  privacy.  The 
facility  must  ensure  the  patient’s  right  to 
privacy,  particularly  in  the  following 
areas — 

(1)  Accommodations,  (i)  Living 
quarters  must  provide  the  patient 
privacy  in  bathing,  dressing,  sleeping, 
reading  and  writing. 

(ii)  Staff  may  not  enter  a  patient’s 
room  without  making  their  presence 
known,  except  in  an  emergency 
threatening  the  health  or  safety  of  the 
patient. 

(2)  Medical  Treatment.  The  facility 
must  provide  each  patient  privacy 
during  examinations,  treatments,  case 
discussions,  and  consultations  and  must 
treat  these  matters  confidentially. 

(3)  Telephone.  The  facility  must — 

(i)  Maintain  at  least  one  telephone  for 
the  use  of  patients.  The  telephone  must 
be  in  a  reasonably  accessible  location, 
be  equipped  with  sound  amplification, 
and  be  available  to  patients  at  all  times; 
and 

(ii)  Permit  patients  to  contract  for 
private  telephones  at  their  own  expense. 
The  facility  may  not  require  that  private 
telephones  be  connected  to  a  central 
switchboard. 

(4)  Mail,  (i)  The  facility  may  not  open, 
or  read  a  patient’s  incoming  or  outgoing 
mail  without  the  patient’s  permission. 

(ii)  Upon  a  patient’s  request,  the 
facility  must  assist  in  opening  and 
reading  incoming  mail,  and  addressing 
and  posting  outgoing  mail. 

(1)  Standard:  Patient  records.  (1)  The 
facility  must  maintain  the  confidentiality 
of  a  patient’s  personal  and  medical 
records  and  refuse  their  release  without 
the  patient's  prior  written  consent  to 
any  individual  outside  the  facility, 
except  in  case  of  transfer  to  another 
facility,  during  Medicare  and  Medicaid 
surveys,  or  as  otherwise  required  by  law 
or  third-party  payment  contract. 

(2)  Upon  the  death  of  a  patient,  the 
facility  must,  within  15  days  after 
receipt  of  a  written  request,  permit  the 
patient’s  representative  to  inspect  and 
copy  the  deceased  patient’s  records. 

(3)  Upon  written  request  by  a  patient, 
the  facility  must  promptly  provide  the 
patient  with  his  records  to  inspect,  and 
upon  request,  must  provide  the  patient 
with  a  copy  of  the  record. 

(4)  The  facility  must  immediately 
permit  any  person  who  presents  a 
written  authorization  from  a  patient  to 


inspect  and  copy  that  patient’s  record. 

The  facility  must  document  in  the 
patient's  record  the  name  of  each  person 
who  inspects  or  copies  the  record  and 
the  date  on  which  this  occurs. 

(5)  The  facility  may  require  payment 
of  reasonable  copying  charges  for  the 
record,  which  may  not  exceed  the 
amount  customarily  charged  in  the 
facility’s  community  for  similar  services. 

(j)  Standard:  Patient  property.  (1)  The 
facility  must  permit  each  patient  to 
maintain  and  use  his  or  her  own 
personal  property.  The  number  of 
personal  possessions  may  be  limited  for 
health  and  safety  reasons  which  are 
documented  in  the  patient’s  medical 
record. 

(2)  Within  24  hours  of  admission,  the 
facility  must  prepare  a  written  inventory 
of  the  personal  property  a  patient  brings 
to  the  facility.  (For  patients  residing  in 
facilities  at  die  time  these  regulations 
are  published  in  final  form,  the 
inventory  must  be  prepared  within  30 
days  of  die  date  of  publication.) 

(3)  The  nursing  home  administrator,  or 
delegate,  must  sign  and  retain  the 
inventory  and  must  give  a  copy  to  the 
patient. 

(4)  At  the  patient’s  request,  the  facility 
must  revise  the  inventory. 

(k)  Standard:  Involuntary  transfers. 

(1)  A  facility  may  involuntarily  transfer 
a  patient  only  in  the  following 
situations — 

(1)  The  patient’s  attending  physician 
determines  that  failure  to  transfer  the 
patient  will  threaten  the  health  or  safety 
of  the  patient  or  others,  and  documents 
that  determination  in  the  patient’s 
medical  record; 

(ii)  The  facility  voluntarily  or 
involuntarily  ceases  to  operate,  or 
participate  in  the  program  which 
reimburses  for  the  patient’s  care; 

(iii)  Nonpayment  of  allowable  fees 
has  occurred.  The  conversion  of  a 
patient  from  private  pay  status  to 
Medicaid  eligibility  due  to  exhaustion  of 
personal  financial  resources,  or  from 
Medicare  to  Medicaid,  does  not 
constitute  nonpayment  of  fees  under  this 
section;  or 

(iv)  When  the  findings  of  a  Medicare 
or  Medicaid  medical  necessity  review 
determine  that  the  patient  no  longer 
requires  the  level  of  care  provided  at  the 
facility. 

(2)  If  the  facility  voluntarily  or 
involuntarily  ceases  to  operate  or 
participate  in  the  program  which 
reimburses  for  the  patient’s  care,  the 
facility  must  cooperate  fully  with  the 
State  Medicaid  Agency  and  the  HCFA 
Regional  Office  in  the  implementation  of 
any  transfer  planning  and  transfer 
counseling  conducted  by  these  agencies. 
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(3)  The  facility  must  notify  the  patient, 
or  the  patient's  representative  and 
attending  physician  at  least  15  days 
before  an  involuntary  intrafacility 
transfer  and  at  least  30  days  before  any 
other  involuntary  transfer,  except  as 
specified  in  paragraph  (jjfl)  (i)  and  (iv) 
of  this  section.  This  notice  must  be  in 
writing  and  contain — 

(i)  The  reasons  for  the  proposed 
transfer; 

(ii)  The  effective  date  of  the  proposed 
transfer;  and 

(iii)  The  location  to  which  the  facility 
proposes  to  transfer  the  patient. 

(4)  If  two  patients  in  a  facility  are 
married  and  the  facility  proposes  to 
involuntarily  transfer  one  spouse  to 
another  facility  at  a  similar  level-of- 
care,  the  facility  must  give  the  other 
spouse  notice  of  his  or  her  right  to  be 
transferred  to  the  same  facility.  If  the 
spouse  notifies  a  facility,  in  writing,  that 
he  wishes  to  be  transferred,  the  facility 
must  transfer  both  spouses  on  the  same 
day  (pending  availability  of 
accommodations). 

(1)  Standard:  Care  involvement.  The 
facility  must  provide  quality  and 
appropriate  care,  treatment,  and 
services  in  accordance  with  483.20.  The 
facility  may  not  interfere  with  the 
patient’s  right  to — 

(1)  Choose  and  retain  an  attending 
physician  (subject  to  that  physician’s 
compliance  with  the  facility’s  standard 
operating  procedures  for  physician 
practices  in  the  facility); 

(2)  Receive  complete,  accurate,  and 
current  information  regarding  his  or  her 
medical  condition,  including  diagnosis, 
proposed  treatment,  and  prognosis  (in 
tei;ms  and  language  he  or  she  can 
understand); 

(3)  Participate  in  the  planning  of  his  or 
her  care,  treatment  and  services; 

.  (4)  Refuse  treatment  and  medication 
(the  patient  must  be  informed  of  the 
consequences  of  that  decision.  The 
refusal  and  its  reason  must  be 
documented  in  the  patient's  medical 
record);  or 

(5)  Participate  as  a  subject  in 
experimental  research.  An  informed 
written  consent  must  be  obtained  and 
retained  in  the  patient’s  medical  record. 

(m)  Standard:  Patient  work  activity. 

(1)  The  facility  may  not  require  a  patient 
to  perform  labor  or  services. 

(2)  The  facility  may  permit  a  patient  to 
perform  personal  housekeeping  tasks  or 
other  services  at  the  facility  if  the 
patient  so  requests  and  if  the  attending 
physician  documents  in  the  patient’s 
medical  record  that  performance  of  the 
particular  tasks  would  be  therapeutic  for 
the  patient. 

(n)  Standard:  Patient  restraints.  The 
facility  may  not  mentally  or  physically 


abuse  patients  or  subject  them  to 
corporal  punishment.  The  facility  may 
not  subject  any  patient  to  physical  or 
chemical  restraints  for  purposes  of 
discipline  or  convenience. 

(1)  Imposition  of  restraints.  The 
facility  may  subject  a  patient  to  physical 
or  chemical  restraints — 

(1)  Only  if  an  emergency  exists  in 
which  failure  to  use  restraints  is  likely 
to  endanger  the  health  or  safety  of  the 
patient  or  others;  and 

(ii)  Only  upon  the  written  order  of  a 
physician. 

(A)  The  physician’s  written  order  for 
restraints,  must  be  for  a  specified  period 
of  time  and  must  document  the  necessity 
of  the  restraint. 

(B)  The  facility  may  not  reimpose 
restraints  except  upon  the  written  order 
of  a  physician  who  has  personally 
observed  the  patient  since  the  previous 
restraint  order  was  imposed. 

(2)  Observation.  The  nursing  staff 
must  observe — 

(i)  A  chemically  restrained  patient  at 
least  every  4  hours  to  assess  possible 
side  effects;  and 

(ii)  A  physically  restrained  patient  at 
least  every  30  minutes  to  assess  possible 
adverse  effects  and  attend  to  the 
patient's  physical  needs. 

(o)  Standard:  Statement  of  services; 
bills.  (1)  At  the  time  of  admission,  the 
facility  must  provide  the  patient  with — 

(1)  A  written  notice  of  the  facility’s 
basic  daily  or  monthly  rates;  and 

(ii)  A  written  statement  of  all  facility 
services,  including  those  offered  on  a 
needed  basis,  and  related  charges, 
including  any  extra  charges  for  services 
not  covered  under  Medicare  or 
Medicaid  or  by  the  facility’s  basic  daily 
or  monthly  rate. 

(2)  Upon  a  patient’s  request,  the 
facility  must  provide  that  patient  with  a 
current  list  of  all  services  and  charges. 
Current  charges  must  be  posted  in  a 
conspicuous  location. 

(3)  The  facility  must  inform  each 
patient,  in  writing,  at  least  30  days  in 
advance  of  the  effective  date  of  any 
changes  in  rates  or  the  services  that 
these  rates  cover. 

(4)  A  facility  must  bill  for  charges  at 
least  once  a  month.  Each  bill  must 
itemize  charges  for — 

(i)  The  daily  or  monthly  rate;  and 

(ii)  All  extra  charges  by  general 
category. 

(5)  A  facility  may  not  require  patients 
to  purchase  supplies  or  services, 
including  pharmaceutical  supplies  or 
services,  from  the  facility  itself  or  from 
any  particular  vendor.  The  patient  has 
the  right  to  be  informed  of  prices  before 
purchasing  any  item  or  service  from  the 
facility,  unless  an  emergency  occurs. 


(Catalog  of  Federal  Domestic  Assistance 
Program  No.  13.714 — Medical  Assistance 
Program;  No.  13.773 — Medicare-Hospital 
Insurance;  No.  13.774 — Medicare- 
Supplementary  Medical  Insurance) 

Dated:  March  19. 1980. 

Earl  M.  Collier,  Jr., 

Acting  Administrator.  Health  Care  Financing 
Administration. 

Approved:  June  30. 1980. 

Patricia  Roberts  Harris, 

Secretary. 
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